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The Nationd Indtitute of Menta Hedlth (NIMH) invites you to submit a proposal in accordance
with the requirements and ingtructions of the above Request for Proposa (RFP). Proposas are
being solicited under Small Business, 100% Set-Aside, procedures.

It is expected that one (1) cost-reimbursement, requirements task order type contract will be
awarded on or before March 1, 2001, with afive (5) year base period. An option for and

additiond five (5) yearsis contemplated.



The RFP does not commit the Government to pay costs for the preparation and submission of a
proposal. Itisaso brought to your attention that the Contracting Officer isthe only individud
who can legaly commit the Government to the expenditure of public fundsin connection with
any acquistion action.

SPECIAL ATTENTION SHOULD BE DIRECTED TO THE TECHNICAL PROPOSAL
INSTRUCTIONS & BUSINESS PROPOSAL INSTRUCTIONS CONTAINED IN
ATTACHMENT 4. Your atention isfurther directed to the “Proposa Intent Response Sheet”
contained in ATTACHMENT 6. Please complete this form and return it to this office or notify
me a the following e-mail address. pgibbons@mail.nih.gov on or before December 12, 2000.
Thiswill dlow usto expedite preparations for the peer review of proposas.

IF THERE ARE ANY AMENDMENTSTO THISSOLICITATION, THEY WILL BE
AVAILABLE ON THE INTERNET (NIMH HOME PAGE) AT:
http:/Aww.nimh.nih.gov/grants/indexcon.ntm  Notification of solicitation amendments to this
RFP will be provided to those who submit the Proposal Intent Response Sheet. Offerors are
responsible for routingly checking the NIMH website for any possible solicitation amendments
that may be issued.

The documents included with this eectronic RFP package are as follows:

l. Streamlined RFP
A. Statement of Work (SOW) (ATTACHMENT 1)
B. Ddiverable and Reporting Requirements (ATTACHMENT 2)
C. Evduation Factors for Contract Award (ATTACHMENT 3)

. Specific RFP Ingructions and Provision (ATTACHMENT 4)

I, Proposal Intent Response Sheet (ATTACHMENT 5)

IV.  Applicable RFP References (ATTACHMENT 6)
A. Uniform Contract Format (sample contract clauses Section B-H)
B. Genera Clauses and Provisions (sample contract clauses Section I-J)
C. Forms, Formats, and ATTACHMENTS — for submissions of proposas and for
information as potentia contract attachments

The attachments listed above represent al the necessary information required for the submisson
of aproposa for this acquistion.

Your proposa must be signed by an officid authorized to contractudly bind your organization
and mugt indicate that it is valid for aperiod of a least 120 days. One (1) origind and ten (10)
copies of your technical proposa and one (1) origind and four (4) copies of your Business/Cost
Proposal, must be received by the Contracting Officer NO LATER THAN 3:30 P.M., LOCAL
PREVAILING TIME ON WEDNESDAY, JANUARY 10, 2001, a one of the following
addresses:
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If hand-ddlivered or ddivery service If usng U.S. Pogtd Service

Contracting Officer Contracting Officer

Nationa Inditute of Mental Hedlth Nationa Inditute of Mental Hedlth

Contracts Management Branch Contracts Management Branch

6001 Executive Blvd., Rm. 6107, MSC 9603 6001 Executive Blvd., Rm. 6107, MSC 9603
Rockville, MD 20852-9603 Bethesda, MD 20852-9603

Quedtions concerning any areas of uncertainty which in your opinion require clarification or
correction, must be furnished in writing, (Fax or email is also acceptable) to Patricia L.

Gibbons, and marked “ Offeror’ s Questions, RFP No. NIMH-01-DS-0002". Questions pertaining
to the Government’ s requirement or proposa preparation should be referred only to Patricia L.
Gibbons, Contracts Management Branch, NIMH, who may be contacted at (301) 443-2696, fax
(301) 443-0501, or email pgibbons@mail.nih.gov. Collect calswill not be accepted.

ANY DISCUSSION OF THISRFPWITH ANY INDIVIDUAL (S) OUTSIDE THE
CONTRACTS MANAGEMENT BRANCH, NIMH, MAY RESULT IN DISQUALIFICATION
OF THE OFFEROR AND REJECTION OF ANY PROPOSAL SUBMITTED.

Sincerdly,
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Petricia L. Gibbons, Contracting Officer
Contracts Management Branch, ORM

Nationd Ingtitute of Menta Hedlth, NIH
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ATTACHMENT 1 [Return to Table]
RFP No. NIMH-01-DS-0002

STATEMENT OF WORK
Description/Specification/Work Statement
TITLE: Data Management Support and Clinical Triad Coordination for NIMH

|. Background Information and Objectives

A. Background Information

The NIMH is seeking generd clinical coordination, data management and statistical services for
multisite clinical research trids. The Nationd Indtitute of Menta Health (NIMH) uses contracts
to conduct numerous multiste dinicd trids. Sometimes awards are made directly to dlinicd
stesto carry out the research and a Contractor is needed to provide clinical coordination and
data management support for those trials. Other times, an award is made to a Data and Clinicd
Coordinating Center which in turn subcontracts with clinical Stesto carry out the research. In
those cases, awider range of servicesis needed. For example, NIMH’s Child & Adolescent
Treatment & Preventive Interventions Research Branch sponsors and directly funds small

clinica trids under the Research Units in Pediatric Psychopharmacology (RUPP). Trids
conducted under this network generaly have from 100 to 140 subjects, take about three yearsto
complete, and involve one to Six dtes. Another example is the follow-up study of the
Multimoda Trestment Study of Children with Attention Deficit Hyperactivity Disorder (MTA).
The MTA was arandomized dlinicd trid that compared the rdative effectiveness of different
trestmentsin a sample of 579 children with ADHD, aged 7-9 years. Seven clinicd gtes
participated in the study that was conducted under an NIMH-sponsored cooperative agreement.
Now, the long-term effects of these trestments will be assessed prospectively, using contracts
awarded directly to the Sites.

B. Objectives

The mgjor objectives of this contract for each trid are, as necessary, to work with the dlinical
gtes, the NIMH and the Statistical Investigator to accomplish the scientific goals of each
multistedinicd trid in ahigh qudity, timey and cost efficient manner.

ll. SERVICES TO BE PERFORMED

A. Gengd Reguirements

1. Independently, and not as an agent of the Government, the Contractor shall furnish all
necessary labor, services, equipment, materids, and supplies (except as otherwise specified
herein) and perform the work set forth below.



2. All work under the contract shall be monitored by the Government Project Officer (GPO)
whose position is defined in Section G, Contract Administration Data.

Specific Reguirements

Work shdl not commence under this contract until the Contracting Officer issues a Task Order.
Each Task Order will identify which of the Tasks or parts of Tasks, identified below, the
Contractor will be required to perform. The Task Order will dso identify the Period of
Performance for the Task, the Name of the Clinical Trial, acopy of thetria protocol, aswell as
any other unique information pertaining to the Task. Possible tasks the Contractor may be
required to perform include the following (however, note Task X1V below):

Task I. Work Plan.

la. Within 1 week of the issuance of a Task Order, the Contractor shdl submit a specific work
plan for successfully conducting the data management aspects of the project, which evidences
creetive data management skills to be utilized to accomplish contract requirements. The work
plan shdl: 1) describe an overal management plan which guarantees qudity control; 2) identify
hardware and software needs, if any, and evidence that the Contractor has al the necessary
hardware and software to conduct the work; and 3) describe technical milestones for the
performance of the entire contract which will ensure: (@) reliable dataentry of dl study data; (b)
a central database management system to be developed, tested and operative within 24 weeks
after contract award; (C) any necessary training of sites shdl take place prior to the start of data
collection and any necessary ass stance from the Contractor shal be available as needed; (d) a
data coordinating system shall be in place that permits an ongoing diadogue with the Stesto
ensure that information stored in the centra database is accurate i.e. verified, edited, and up-to-
date; and (€) the centrd database shdl have a system in place for providing datato the satistical
andyds (to be identified in the Task Order) in atimely fashion for quarterly Data and Sefety
Monitoring Board (DSMB) reports and/or other reports as required.

The Work Plan shdl further: (1) specify aplan for having avallable for utilization in the study,
gpecific software both for the Sites (if remote Ste data entry is to be used) as well as the centra
database; (2) specify the language for the edit programs, which language may either be within

the software system chosen for the database management system or externd toit; (3) include a
description of tests to be performed to demongtrate that the required system is functiond; and (4)
include a description of plans for backup and security of the database at al stages.

1b. For trids which require more than data management services, the draft plan shal dso specify
appropriate milestones, as required, for: finalization of the protocol and necessary data collection
indruments;, production and distribution of data collection insdruments; the development of site
selection criteria, solicitation, evauation and sdlection of Sites; preparation of consent

documents, and documents necessary for other gpprovals and exemptions; development of aweb
gtefor the trid; conduct of data audits and/or other quality assurance activities, coordination

with pharmaceutica companies who may supply the medication; performance of appropriate
datisticd andyses for quarterly DSMB reports and other analyses as required.



As part of this contract, the Contractor shal not purchase any hardware or software for use by
the Contractor, without the express prior written approva of the Contracting Officer. The
Contractor should not plan to supply hardware to the Sites. Prior to obtaining any equipment
with contract funds, the Contractor must provide three or more written competitive quotes with
rationae to support the purchase of the equipment to the Contracting Officer for written contract
approval and authorization to proceed. The invoice requesting payment for the equipment must
be supported by form HHS 565, “ Report of Accountable Persona Property.” This report must
a0 be submitted annually by October 31 of each year and include al property acquired by the
Contractor with contract funds. A copy of the form HHS565 may be accessed off the internet at
URL.: http://forms.psc.gov/formsgHHS/hhshtml.

2. Within two weeks of the task order award date, the Contractor's Project Director/Manager and
other key project staff shall meet with the GPO and other designated NIMH gtaff to discussthe
draft work plan.

3. Approximately two weeks after receipt of the draft work plan, the GPO will provide written
comments to the Contractor, and the Contractor shall meet with the GPO as necessary to resolve
any remaning issues.

4. Within 4 weeks of receipt of the GPO's comments, the Contractor shall revise the work plan
and submit it to the GPO.

The work plan shall be revised as needed throughout the contract period.

Task 1. Meet or Teleconference with ste investigators and NIMH saff to identify data and
variables for specific sudy design.

1. Shortly after award of a dte contract, Ste investigators and NIMH staff will hold a series of
meetings about the protocol and study procedures, including sample design and data collection
ingruments. The Contractor’s Project Director/Manager shdl participate in these cdlls. Itis
expected that during the first year of atrid, there will be weekly teleconferences between the
GPO and/or designated NIMH staff, Contractor's Project Director/Manager, the sudy’s
Executive Secretary or other designated leader, and the Site Principd Investigators/Site
CoordinatoryStatistical Investigators. Each teleconference will last gpproximately 60 minutes.

2. Throughout the course of thetrid, it is anticipated that there will be every other week

tel econferences among the participating sites, NIMH, and the Contractor. The Contractor shall
coordinate the data aspects of the tria and, dong with the GPO, take responghbility for leading
the calls and keeping arecord of decisions made and disseminate (via e-mail) decisons made to
gppropriate Clinica Site Staff and GPO. The Contractor shal be available to the sites to resolve
guestions they may have concerning data collection, data definitions, assessment timing, €etc.

Task I11. Egablish auniform format and methodology for the multiple Stesto collect data.

1. It isexpected that instruments will be identified for data collection within 12 weeks after
award of thetriad. The Contractor shall develop printed paper coding forms within one week
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after each ingrument is decided so that final data packets can be distributed within 16 weeks of
the award of thetrid. Uniform data collection formswill be used across dl Stes. The
Contractor shal be responsible for obtaining copyright permissions where necessary.

2. The Contractor shdl provide the necessary number of copies of each form, distributed anong
the participating Stes. Printing of the forms will be the responsbility of the Contractor.

Delivery may occur in phases or dl at once, with the congraint that the Contractor shal ddiver
the forms to each Site by the time that data collection commences.

3. The Contractor shall establish procedures to safeguard the confidentidity of any clinica
information. Refer to the Clauses entitled “ Privacy Act” and “ Confidentidity of Information”
located in Section H of the contract, for details regarding the safeguarding of confidentia
information.

Based on the cogt effectiveness, cost efficiency and in consultation with the NIMH GPO, the
Contractor may perform ether Tasks IV or V or a combination of Tasks IV and V as follows.

Regardiess of whether the Contractor performs Task 1V or Task V, the Contractor shal provide
evidence tha the method of data entry chosen is the most effective method, consdering both cost
and accuracy.

Task 1V. Remote Site Data Entry.

If remote Site data entry is used, the Contractor shdl:

1. Incorporate identifiers, data, and variables for specific Sudy desgn into the remote Site entry
system.

2. Data screens shall be coordinated with the data forms and shdl emphasize ease of use both
for raters and for data entry personnd. Based on comments by the GPO, the Contractor shall
make any needed changes in the screens.

3. Establish amethod for the accurate and secure tranamission of datafrom stes to the centra
system (e.g., web-based transmission, modem transfer, etc.).

4. Within 24 weeks after award of thetrid, the Contractor shdl prepare amanual that describes
the use of the remote Site data entry system and provide training in the use of the system to
personnel at thestes. Training may bein-person or otherwise, as directed by the GPO.

5. Providefor professona data entry personnel at clinical Stes.

Task V. Tranamitting data entry forms viamail or other process.

If data collection forms are mailed to the data management center, or transmitted by some other
process, the Contractor shdll:

1. Specify plans for managing receipt of data



2. Ensure the safety of transmission including plans for the production of paper instruments thet
will alow copiesto be kept at the Site, safe and timely mailing of paper forms to the Data Center,
procedures at the Data Center for receiving, logging, tracking, entering and storing paper forms.

3. If another process other than transmitting the data collection forms via the mail is employed,
the Contractor must specify how this will be accomplished, including issues mentioned in Item 2
above.

Task V1. Develop and test central database management system, including subject treatment
assgnment system, query/resolution system, data inventories, and dinica Ste payment system.

1. Within 12 weeks after trid award, the Contractor shal have developed and implemented
subject identification and trestment randomization schemas.

2. Within 24 weeks of award of tria, the Contractor shdl findize the central database system,
findize the data query system (edits and resolution) and test that the system is robust and the
query system is accurate. The system shdl provide an gppropriate audit trail of al dataentry as
well as data modifications regardiess of where the entry or modifications take place. The
proposa should include a description of how the Contractor plans to demonstrate that the system
works, e.g., can incorporate new data and accurately identify data problems. The data editing
routine shall include, a a minimum, programs to read each data record entered or received at the
central system and to check for out-of-range and missing data items, as well as check for
inconggtent or illogica responses both within forms and among forms for the same
individudsffamilies. Messages from editing routines shal be clear and specific enough to be
answered by data and rater personnel at the sites with little or no need for further clarification.

3. The method of interacting with the Sites for resolution and correction of queries (e.g., missing,
inconsstent or invaid data entries) shal be in place within 24 weeks of the trial award and a
description of this should be included in the proposd. At aminimum, where identified errors are
retrievable and/or reparable, Ste personne shall provide missing or replacement values for
identified problems or acknowledge that existing problems must stand (e.g., accept amissing
item asmissing). The Contractor should have a system for differentiating acceptable records
from those awaiting edit and/or resolution. The Contractor should have a system for re-editing
records after corrections have been gpplied to ensure that new inconsistencies do not arise from
corrections. The database management system shdl provide the capability of admitting good
"clean” records to be merged into the continualy expanding main file while holding "bad"

records until they are either corrected or determined to be acceptable. In addition, the system
should include a process for the detection of records with duplicate identifiers.

4. Within 24 weeks of award of trid, the Contractor shal develop and implement a plan for
ensuring the accuracy of data entry, e.g., double keying or other plan. The proposa should
indude a description of how the Contractor plansto do this.



5. Within 24 weeks after trial award, the Contractor shal aso have in place a subject and data
tracking system which identifies completed, due and overdue visits as well as entered data, due
data and data dtill outstanding (overdue). Data missed (irretrievable) shall aso be identified.

Task VII. Monitor the qudity of datafrom Stes.

1. Using the data inventories of accumulated and missng forms as well asvist tracking of
assessments, the Contractor shal monitor the performance of the Stesin terms of obtaining data
from subjects, completeness of data, cleanliness of data.and ability to have the data transferred to
the Data Center.

2. On an ongoing basis, the Contractor shal make dl attempts to rectify data problems with the
gtes, including natification to the GPO of dtesfailing to perform at the highest levels.

Task VIII. The Contractor shall maintain the entire system in good working order throughout the
period of thistrid.

If aremote Site data entry system or some other hardware/software system is used, the Contractor
shdl respond to al problems reported by the Stes in the operation of the system, including, but

not limited to, mafunctioning software and lack of understanding on the part of Site personnd as
to proper operation of the syssem. The response will be madein atimely fashion so asto
minimize any disruption in the flow of datainto the system. It is anticipated that the individua
gteswill be respongble for repair of the hardware as that becomes necessary. A log of problems
addressed and actions taken to resolve these problems shall be kept and shall be included in the
progress reports.

Task IX. The Contractor shal provide the data and reports specified below to the GPO.

1. Provide a copy of the up-to-date database to the GPO and/or to the Statistical Investigator at
specified points throughout the study. Depending on the assessment interva agreed upon, it is
possible that afully documented, clean, complete, up-to-date database, including scored and
caculated variables, may be required for andysis after each assessment point. At the end of the
trid, the Contractor shdl provide to the GPO and/or the Statistical Investigator a copy of the
find, dean, up-to-date database, including al variables, dl patients and al assessment points

and including full, clear, comprehensive documentation (see Item 3 below). The exact format of
the database is not specified here, but must be easily uploaded to be used with software such as
SAS and/or other readily available Satistical software systems.

2. Within 4 weeks from the contract award date, and monthly theresfter, the Contractor shall
submit aletter-type progress report. The report shdl provide the following information,
separately for eech trid: (1) detail activities which involve expenditures and obligations with
current month totals and cumulated totals from the trid award date; (2) problems encountered
and how they were (or will be) resolved; (3) planned activities for the upcoming reporting

period. After fieldwork is under way, the report shal include a summary of the flow and qudity
of data coming from each Site. The report shdl identify problems that develop concerning

quality control and/or data flow from sites and shal recommend procedures to solve problems(s).
The Contractor may choose to provide the information on assessments obtained, data flow, etc.



in dectronic format and/or viatables or other reports that the Contractor maintains on aregular
basis on a secure, password protected Website.

3. Create adata codebook documenting the description of variables contained in the database.
At aminimum, the data codebook shdl include: variable name, item number, longer description
of variable, specifications of variable type (e.g. numeric, apha, length, etc.), data collection
ingrument from which variable is collected; range and definitions of vaues or anchor points;
description (as above) of any derived or computed variables.

4. Provide copies of dl editing programs or agorithms used at the data management center.

5. Provide adescription of adminigtrative system established for rectifying the data errors from
and at the sites (Task VI1.2).

6. Provide sample packets of forms and ingtructional materials used in this project.

7. Provide data and status of the study reports to the DSMB on a quarterly (every three months)
basis, asrequired.

8. Provide data summaries or Satistica reports for specia meetings such as meetings of the
scientific advisors.

Task X. Carry out Start-Up/Prdiminary Phase Clinica Coordinating Center Tasks, as necessary.

1. Deveop criteriafor participating Stes, solicit for, evaluate and select Sites for participation.
2. Work with the NIMH, where appropriate, to develop consent documents and to prepare
packages for obtaining NIH Clinical Exemption, HHS Certificates of Confidentidity, HHS
Project Assurances, FDA Investigationa New Drug exemptions, etc.

3. Coordinate with pharmaceutical companies who may supply the medications for atria and
coordinae/arrange for packaging, shipping, tracking, monitoring and accountability of
medication.

4. Coordinate Ingtitutiona Review Board/human subjects approvas at each participating Site.

5. Develop and maintain amanua of operations for the Sites participating in the trid aswell as
Standard Operating Procedures for the Coordinating Center itself.

6. Coordinate rater training and reliability assessments across participating Stes.
7. Coordinate recruitment planning by the participating Stes.

Task X1. Conduct quality assurance Site visits, as necessary.

The Contractor shall conduct Ste visitsto each of the clinical Stes at least once ayear to ensure



compliance and congtancy across Sites and assist in resolving recruiting problems should they
occur. Prepare areport of each site monitoring vigit within two weeks of the Site vidit and submit
to the GPO.

Task XIl. Perform descriptive and appropriate statistical anayses during each study, in
coordination with the Statistical |nvestigator.

The Contractor, working in conjunction with the Clinica Sites, the GPO, scientific experts, and
consultants, shal expeditioudy prepare reports on the study results for publication in peer-
reviewed scientific journals. Publication activities shal be coordinated by an ad hoc condtituted
Publication Committee, which shdl include representatives of the Clinica Sites and the GPO.
No publications or release of data shal take place without the approva of the Publication
Committee and the GPO until dl the primary papers have been published. After dl the primary
papers have been published, a copy of the data base will be made available directly to each
Clinicd Site Principd Investigator involved in the study and other reports for publication may be
produced without the gpprova of the GPO, but with appropriate acknowledgement of the
contract as the source of the data. (Refer to HHSAR Clause 352.270-6 “Publication and
Publicity” and the Clause entitled “Publication and Publicity” located in Section H of the
contract).

Task X11l. Develop and maintain appropriate web ste.

The Contractor shal work with the NIMH Communications team to design, establish,
implement, and maintain adinicd trid web ste specificaly geared to the particular sudy and
input and maintain dinica trid specificinformationin http:/Aww.dlinicdtrids.gov

Task XIV. Ongoing Clinicd Tria Coordinating Center include, but are not limited to the
following.

1. Provide psychopharmacologic expertise to ensure medica monitoring of thetria, ensure the
safety of the patients, and compliance of the sites to the protocol.

2. Provide an adminidrative infrastructure that can manage numerous subcontractors, can
maintain fiscal control, and can easly adapt to adding and terminating subcontractors for
recruitment inadequacies.

3. Ensurethat regular contacts take place among clinical sites such asweekly cals and training
mestings.

4. ldentify obstacles and resolutions to the timely completion of the work and bring them to the
attention of the GPO.

5. Coordinate the preparation of the find protocol and be responsible for updating amendments
as needed.


http://www.clinicaltrials.gov

6. Develop and implement methods for rater training and reliability assessments for ensuring
rater religbility both within and between clinica Stes over the course of the study.

7. Asss the GPO in scheduling, preparing and, attending steering committee meeting's, andin
preparing and distributing minutes of each meeting and any other correspondence necessary.

Task XV. Options

The Contractor may be required to perform, asidentified in the Task Order, other duties directly
related to the performance of the contract, up to an amount not to exceed 5% of the total
negotiated vaue (of Tasks| — X1V) of the contract.



ATTACHMENT 2 [Return to Table]
RFP No. NIMH-01-DS-0002

DELIVERABLES, REPORTING REQUIREMENTSPERFORMANCE
1. PERFORMANCE PERIOD
Performance of this contract shdl begin on (effective date of contract) and shdl not extend
beyond the estimated completion date, unless the contract is extended by modification to the
contract.

2. PERFORMANCE

Satisfactory performance of the final contract shall be deemed to occur upon ddlivery and
acceptance by the Contacting Officer, or the duly authorized representative, of the following
itemsin accordance with the stated delivery schedule. The following are typical reportsthat are
likely to be required of any task orders that are issued under the contract. When a Task Order is
issued, the Contractor shall prepare and submit the reports in the manner stated in the Task Order
Request. For specific clinical studies, specid reports may be required, at the request of the
Project Officer.

A. Technicd Reports

The Contractor shall prepare and submit the following reports for each task order in the manner
stated below:

1. Semi-Annud Technica Progress Reports - by the fifteenth working day of the month
following the end of each sx-month period of the task order, the Contractor shal submit three
(3) copies of asemi-annual Technical Progress Report, comprising two (2) copies to the Project
Officer and one (1) copy to the Contracting Officer. Such reports shal include the following
specific informetion:

a. A cover pagethat lists the contract number and contract title, task order number and title,
the period of performance being reported, the contractor's names and address, the
author(s), and the date of submission;

b. SECTION I - Anintroduction covering the purpose and scope of the task order effort;

c. SECTION Il - A description of overal progress for each task order or other logica
segment of work on which effort was expended during the report period. The description
ghdl indude pertinent data.and/or graphsin sufficient detail to explain any sgnificant
results achieved and preiminary condusions resulting from andyss and scientific
evaudion of data accumulated to date under the project. Other information contained
shall include graphs and tables of subject recruitment and retention, status of subject
follow-up, laboratory and serologicdl testing Satus, summary of al adverse events
reported;

d. SECTION Il1 - Subgtantive performance; a description of current technica performance
and any problems encountered and/or which may exist dong with proposed corrective



action. Each clinicd study should be reported separately according to the number
assigned by the Project Officer. An explanation of any difference between planned
progress and actud progress, why the differences have occurred, and if behind planned
progress what corrective steps are planned.

e. Ananticipated work plan for the following Sx morths.

f.  Preprints, reprints, and abstracts related to the task order shall be submitted aong with
the report.

Semi-annua Technica Progress Reports are not due for periodsin which an annud or find
report is due.

2. Annud Technical Progress Reports - On the anniversary date of the task order, the Contractor
shal submit six (3) copies of an Annua Technica Progress Report, as above, comprising two (2)
copiesto the Project Officer and one (1) copy to the Contracting Officer. Such reports shall
detail, document, and summarize the results of the entire task order work for the period covered.
These reports shdl be in sufficient detail to explain comprehensively the results achieved. Also

to be included in the report is a summary of work proposed for the next reporting period. An
annua report will not be required for the

period when the final report is due. Preprints and reprints of papers and abstracts not submitted
in the semi-annud report shall be submitted.

3. Find Report - The contractor shal submit three (3) copies of the find report documents, two
(2) copiesto the Project Officer and one (1) copy to the Contracting Officer, which will
summarize the results of the entire task order work for the complete performance period. This
report will be in sufficient detail to explain comprehensively the results achieved and will be
submitted no later than the completion date of the Task Order. Thefind report shall contain:

a. Title Page as described above in paragraph A.la

b. Introduction covering the purpose and scope of the task order effort.

c. Description of the overal progress, plus a separate description of each protocol and
subcontract, protocol employed and its modifications and performance on the task order
during the period of performance. Descriptions will include pertinent data in tables or
graphs as appropriate to present significant results achieved, conclusions resulting from
andysis, and a scientific evauation of the data accrued under the task order.

d. Copiesof any abstracts, manuscripts, and publications related to the task order.

4. If the Contractor becomes unable to ddiver the reports or other deliverables here specified
within the period of performance because of unforeseen difficulties, notwithstanding the exercise
of good faith and diligent efforts in performance of the work, the Contractor shdl give the
Contracting Officer immediate written notice of anticipated delays with reasons therefore at the
address given below.



Deliverable No. of Copies Addressee

Semi-annud 2 Government Project Officer
6001 Executive Blvd., Rm.
Bethesda, Maryland 20892

Annud 2 Same as P.O. above
Fnd 2 Same as P.O. above
Semi-annud 1 Contracting Officer

6001 Executive Blvd., Rm. 6107
Bethesda, Maryland 20892

Annud 1 Same as C.O. above

Fnd 1 Same as C.O. above

3. FAR CLAUSES REGARDING PERFORMANCE

In addition, the following FAR Clauses apply to this solicitation and are incorporated by
reference with the same force and effect asis set forth in the full text.

FAR CLAUSE TITLEAND DATE

1. 52.242.15 Stop Work Order (August 1989), Alternate | (April 1984)
2. 52.246-8 Ingpection of Research and Devel opment — Cost Relmbursement (1984)



ATTACHMENT 3 [Return to Table]
RFP No. NIMH-01-DS-0002

EVALUATION FACTORSFOR CONTRACT AWARD
1. GENERAL

The evauation will be based on the demonstrated capabilities of the offerorsin reation to the
needs of the project as set forth in the RFP. The merit of each proposa will be evaluated
carefully, based on responsiveness to the RFP and thoroughness and feasibility of the technica
approach taken. Offerors must submit information sufficient to evauate their proposal's based on
the detailed criterialisted below.

Failure to provide the information required to evauate the proposad may result in rejection of
that proposa without further congideration. Proposals which merdly offer to conduct a project in
accordance with the requirements of the Government’ s scope of work will be considered non
respongve to this request and will not be consdered further. Offerors must submit an
explanation of the technical gpproach and a detailed description of the tasks to be performed to
achieve the project objectives.

2. RELATIVE IMPORTANCE OF TECHNICAL AND COST FACTORS

Award will be made based on technica and cost factors. Paramount consideration shadl be given
to the evaluation of the technical proposds, but not to the exclusion of cost consderaions. While
high competency is sought, capabilities that exceed those needed for successful performance of
the contract work/statement are not requested. In the event that the technica evaluation reveals
that multiple Offerors are gpproximately equd in technicd ability, then the estimated cost of
performance will become paramount. Proposals are intended to be evauated and award made
after discussions with Offerors, but an avard may be made without discussions with Offerors.

3. TECHNICAL EVALUATION CRITERIA
The evauation criteria are used by the technica evauation committee when reviewing the
technicd proposas. Proposals will be judged soldly on the written materid provided by the
Offeror. Proposas submitted in response to this RFP will be evauated based on the following
factors, which are listed and weighted in order of their rdative importance.

CRITERIA WEIGHT
A. TECHNICAL APPROACH 60

The proposal should demongtrate:



1. Soundness and practicdity of the technica gpproach for responding to the objectives as
dated in the Statement of Work, with adequate judtification and substantiation for the
recommended methods; adequacy of the adminidtrative framework, with lines of authority
and responsihility clearly shown, and adequacy of the work plan; and demongtration of
Offeror's understanding of the scope and purpose of this work, including discussion of
potentid difficulties which may arise in the performance of thiswork. The evaduation will
asSeSS,

a. Technica gpproach for establishing and operating areliable, well-monitored, efficient,
secure and responsive study and data management system, for procedures to handle data
typicaly from multicenter clinica studies and for interfacing with NIMH and study Stes.
(20 pts)

b. Technica approach for providing Satistica scientific leadership and advice in planning
assigned collaborative research efforts involving NIMH-sponsored investigators such as
the MTA study and for conducting and interpreting statistical analyses. (20 pts)

c. Technicd approach for coordinaing studies: including organizationd logistica aspects,
monitoring dincid gtes, digributing sudy drug, training and interactions including
cultivation of commitment of participating clinica units and productive interaction
among them. (20 pts)

B. PERSONNEL & MANAGEMENT PLAN 25

The Offeror shal demongrate that they have aff with gppropriate training, expertise,
experience, and availability to plan and implement this project as described in the Statement of
Work. The proposa should demonstrate:

1. Appropriate training, expertise, experience, avalability and levels of utilizetion of
contractor/subcontractor staff required to plan and implement this project as described in the
Statement of Work. The evauation will assess

a. Roales, responghilities and lines of authority of Clinica Tria/Data Coordinating
Center gtaff in these activities.

b. Documentation to endorse and explain previous efforts that reflect length and
variety or experience in Smilar tasks and clearly demondtrate specific
accomplishments.

2. Experience of Principa Investigator in managing and directing Satisticd and data
management support for multicenter clinicd trids as wdl as overd| adminidrative ability to
run multigite Clinica Trid Coordinating Activities

3. Composite expertise of professonad personnd in trids of menta health or trestments for
menta hedth disorders, and particularly multicenter sudy management and statistical
andyses, induding evidence of interactive collaboration with dinicians.



4. Documented expertise of computing staff in computer methods for data management and
datigica andyssof clinical data, documented expertise in €ectronic connections to remote
systems and proficiency with software and operating system(s) proposed to accomplish the
Statement of Work, including some proficiency with sandard commercid software as

necessary for consulting.
C. FACILITIESAND RESOURCES 15

Adequacy and availability of the facilities and resources necessary for conducting study
coordination and data management and anayss, including computers, phone lines and other
equipment, in order to successfully implement the requirements of the proposed work.

4. EVALUATION OF OPTIONS

It isanticipated that any contract awarded from this solicitation will contain option provisons(s)
and period(s). In accordance with FAR Clause 52.217-5, Evauation of Options (July 1990), the
Government will evaluate offers for award purposes by adding the tota price for dl optionsto

the tota price for the basic requirement, except when it is determined in accordance with FAR
17.206(b) not to be in the Government’ s best interests. Evauation of optionswill not obligate the
Government to exercise any option.

5. PAST PERFORMANCE

An evaduaion of offerors past performance information will be conducted prior to any
communications with offerors leading to establishment of the competitive range. However, this
evauation will not be conducted on any oferor whose proposa will not be admitted to the
compstitive range on the basis of the results of the evauation of factors other than past
performance.

The evduation will be based on information obtained from references provided by the offerors,
other rdlevant past performance information obtained from other sources known to the
Government, and any information supplied by the offeror concerning problems encountered on
the identified contracts and corrective action taken.

The Government will assess the relative risks associated with each offeror. Performance risks
are those associated with an offerors' likelihood of successin performing the acquisition
requirements asindicated by that offeror’s record of past performance.

The assessment of performance risk is not intended to be a product of a mechanica or
mathematica analysis of an offeror’s performance on alist of contracts but rather the product of
subjective judgment by the Government after it considers rlevant information.

When assessing performance risks, the Government will focus on the past performance of the
offeror at it relates to dl acquigition requirements, such as the offeror’ srecord of performing
according to specifications, including standards of good workmanship; the offeror’ s record of



controlling and forecasting codts; the offeror’ s adherence to contract schedules, including the
adminigtrative aspects of performance; the offeror’ s reputation for reasonable and cooperative
behavior and commitment to customer satisfaction; and generdly, the offeror’ s business-like
concern for the interest of the customer.

The Government will consider the currency and relevance of the information, source of the
information, context of the data, and generd trendsin the offeror’ s performance.

The lack of ardevant performance record may result in an unknown performance risk
assessment, which will neither be used to the advantage nor disadvantage of the offeror.



ATTACHMENT 4 [Return to Table]
RFP No. NIMH-01-DS-0002

INSTRUCTIONS, CONDITIONS, AND NOTICES TO OFFERORS

A. JUST IN TIME

This RFP contains specia procedures for the submission of business management proposals.
These specid procedures are designed to reduce the administrative burden on offerors without
compromising the information needed during the initia evaluation of proposds. Certain
documents will no longer be required to be submitted with initia proposas, but will be requested
a alaer gage in the discussion process. Specificdly, the trave policy, the annud financid
Satement, the total compensation plan, and certain types of cos/pricing information will only be
required to be submitted from those offerors included in the competitive range, or the apparent
successful offeror. The specid procedures for submission of this documentation are set forth in
detail below:

Travel Policy: The offeror’ s(and any proposed subcontractor’s) written travel policy shal not
be submitted with the initia business proposd. All offerorsincluded in the competitive range
will be required to submit atravel policy asapart of their Find Proposd Revison (FPR).

Annual Report: The offeror's most recent annud report shall not be submitted with the initia
business proposd. All offerorsincluded in the competitive range will be required to submit a
copy of their most recent annud report as a part of their find FPR.

Total Compensation Plan: The offeror’ stotal compensation plan shdl not be submitted with
theinitid busness proposa. All offerorsincluded in the competitive range will be required to
submit atotal compensation plans as a part of their FPR.

B. NOTICE OF SMALL BUSINESS SET-ASDE

(1) General: Bidsor proposas under this procurement are solicited only from smal
business concerns, organizations, or individuals. Thisactionisbased ona
determination by the Contracting Officer (CO), done or in conjunction with a
representative of the Small Business Adminigration, thet it isin the interest of
maintaining or mobilizing the Nation'sfull productive capacity, or in the interest of
war or nationa defense programs, or in the interest of assuring that afair proportion
of Government procurement is placed with smal business concerns. Bids or
proposals recelved from others will be considered non-responsive.

(2) Definitions: Theterm “smal business concern” means a concern, including its
affiliates, which isindependently owned and operated, is not dominant in the field of
operdion in which it is bidding on Government contracts, and can further qudify
under the criteria set forth in the regulaions of the Small Business Adminigtration (13
CFR 121.3-8). In addition to meeting these criteria, a manufacturer or aregular
dedler submitting bids or proposdsin his own name must agree to furnish in the



performance of the contract end items manufactured or produced in the United States,
itsterritories and possessions, Commonwedlth of Puerto Rico, the Trust Territory of
the Pacific Idands, and the Didtrict of Columbia, by small business concerns.

Provided that this additiona requirement does not apply in connection with
construction or service contracts.

C. NAICS CODE AND SIZE STANDARD

Note: The following information isto be used by the offeror in preparing its Representations
and Cettifications, specificaly in completing the provision entitied, SMALL BUSINESS
PROGRAM REPRESENTATIONS, FAR Clause 52.219-1.

1. TheNorth American Industry Classfication System (NAICS) code for this
acquidtion is 541519.

2. Thesmdl busness sze sandard is$ 15 Million

D. TYPE OF CONTRACT AND NUMBER OF AWARD(S)

It is anticipated that requirements task order type contract will be awarded from this solicitation
and that the award will be made on or aout March 1, 2001.

E. COMMITMENT OF PUBLIC FUNDS

The CO isthe only individud who can legdly commit the Government to the expenditure of
public funds in connection with the proposed procurement. Any other commitment, either
explicit or implied, isinvdid.

F. COMMUNICATIONS PRIOR TO CONTRACT AWARD

Offerors shadl direct al communications to the attention of the CO cited on the face page of this
RFP. Communications with other officids may compromise the competitiveness of this
acquistion and result in cancellation of the requirement.

G. RELEASE OF INFORMATION

Contract selection and award information will be disclosed to offerors in accordance with
regulations applicable to negotiated acquigition. Prompt written notice will be given to
unsuccessful offerors as they are diminated from the competition, and to al offerorsfollowing
award.

H. COMPARATIVE IMPORTANCE OF PROPOSAL S

Y ou are advised that paramount consideration shal be given to the evauation of technical
proposals. All evauation factors other than cost or price, when combined, are sgnificantly more
important than cost or price.




The relative importance of the evaduation factorsis specified in ATTACHMENT 3 of this
solicitation. However, the Government reserves the right to make an award to the best advantage
of the Government, cost and other factors considered.

l. PREPARATION COSTS

This RFP does not commit the Government to pay for the preparation and submission of a
proposal.

J. SERVICE OF PROTEST (AUGUST 1996) — FAR 52.233-2

Protests, as defined in section 33.101 of the Federal Acquisition Regulation, thet are filed
directly with an agency, and copies of any protests that are filed with the Generad Accounting
Office (GAO), shdl be served on the CO (addressed as follows) by obtaining written and dated
acknowledgment of receipt from:

If hand-delivered or ddivery service If usng U.S. Pogtd Service
Nationa Inditute of Mentdl Hedlth Nationa Indtitute of Mental Hedlth
Contracts Management Branch Contracts Management Branch
Attn: Contracting Officer Attn: Contracting Officer

6001 Executive Boulevard 6001 Executive Boulevard,

Room 6107, MSC 9603 Room 6107, MSC 9603
Rockville, Maryland 20852 Bethesda, Maryland 20892-9603

The copy of any protest shal be received in the office designated above within one day of filing
a protest with the GAO.

K. SAFETY AND HEALTH (DEVIATION) PHS 352.223-70 (Aug 1997)

(& To hdp ensure the protection of the life and hedlth of dl persons, and to help prevent
damage to property, the Contractor shal comply with al Federd, State and loca
laws and regulations gpplicable to the work being performed under this contract.
These laws are implemented and/or enforced by the Environmenta Protection
Agency, Occupationa Safety and Hedlth Administration and other agencies at the
Federd, State and locdl levels (Federd, State and local regulatory/enforcement
agencies).

(b) Further, the Contractor shal take or cause to be taken additional safety measures as
the Contracting Officer in conjunction with the project or other appropriate officer,
determines to be reasonably necessary. |f compliance with these additiona safety
measures results in an increase or decrease in the cost or time required for
performance of any part of work under this contract, an equitable adjustment will be
made in accordance with the gpplicable "Changes' Clause st forth in this contract.



(¢) The Contractor shal maintain an accurate record of, and promptly report to the
Contracting Officer, dl accidents or incidents resulting in the exposure of personsto
toxic substances, hazardous materids or hazardous operations, the injury or desth of
any person; and/or damage to property incidental to work performed under the
contract and dl violations for which the Contractor has been cited by any Federd,
State or locdl regulatory/enforcement agency. The report shall include a copy of the
natice of violation and the findings of any inquiry or ingpection, and an anaysis
addressing the impact these violations may have on the work remaining to be
performed. The report shal also state the required action(s), if any, to be taken to
correct any violation(s) noted by the Federd, State or locd regulatory/enforcement
agency and the time frame dlowed by the agency to accomplish the necessary
corrective action.

(d) If the Contractor fails or refuses to comply promptly with the Federa, State or loca
regulatory/enforcement agency's directive(s) regarding any violaion(s) and
prescribed corrective action(s), the Contracting Officer may issue an order stopping
al or part of the work until satisfactory corrective action (as approved by the Federd,
State or loca regulatory/enforcement agencies) has been taken and documented to the
Contracting Officer. No part of the time lost due to any stop work order shall be
subject to aclaim for extension of time or costs or damages by the Contractor.

(e) The Contractor shdl insert the substance of this clause in each subcontract involving
toxic substances, hazardous materids, or operations. Compliance with the provisons
of this clause by subcontractors will be the responsbility of the Contractor.

(End of clause)

L. GOVERNMENT NOTICE FOR HANDLING PROPOSALS

NOTE: ThisNoticeisfor the Technicd Evauation Review Group who will be reviewing the
proposals submitted in response to this RFP. THE OFFEROR SHALL PLACE A COPY OF
THISNOTICE BEHIND THE TITLE PAGE OF EACH COPY OF THE TECHNICAL
PROPOSAL.

GOVERNMENT NOTICE OF HANDLING PROPOSALS

This proposa shal be used and disclosed for evaluation purposes only, and a copy of this
Government notice shal be gpplied to any reproduction or abstract thereof. Any authorized
restrictive notices which the submitter places on this proposa shal be strictly complied with.
Disclosure of this proposa outside the Government for evaluation purposes shdl be made only
to the extent authorized by, and in accordance with, the proceduresin HHSAR paragraph
315.608-72.

(& If authorized in agency implementing regulations, agencies may release proposdas outside
the Government for evaluation, congstent with the following:



(b)

M.
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3

(4)

Q)

Decisions to release proposds outside the Government for eva uation purposes shdl be
made by the agency head or designee;

Written agreement must be obtained from the evauator that the information (data)
contained in the proposa will be used only for evaduation purposes and will not be
further disclosed;

Any authorized restrictive legends placed on the proposa by the prospective
Contractor or subcontractor or by the Government shall be applied to any reproduction
or abstracted information made by the eva uator;

Upon completing the evauation, al copies of the proposd, as well as any aostracts
thereof, shall be returned to the Government office which initialy furnished them for
evaudion; and

All determinations to rel ease the proposa outside the Government take into
condderation requirements for avoiding organizationa conflicts of interest and the
competitive reationship, if any, between the prospective Contractor or subcontractor
and the prospective outside evauator.

The submitter of any proposa shdl be provided notice adequate to afford an opportunity to
take gppropriate action before release of any information (data) contained therein pursuant
to arequest under the Freedom of Information Act (5 U.S.C. 552); and, time permitting, the
submitter should be consulted to obtain assistance in determining the digibility of the
information (data) in question as an exemption under the Act. (See dso Subpart 24.2,
Freedom of Information Act)

GENERAL INSTRUCTIONS

The following ingtructions will establish the acceptable minimum requirements for the format

and content of proposals. Specid attention is directed to the requirements for technical and
business proposds to be submitted in accordance with these ingtructions. Also, please note that
the technica proposad must be organized and presented in accordance with the " Technical
Proposdl Ingructions” (Paragraph M. below).

N

Type Contract and General Clauses

It is contemplated that a cost-rembursement, requirements, task order type contract will

be awarded. (See Generd Information). Any resultant contract shall include the clauses
gpplicable to the sdected offeror's organization and type of contract awvarded as required
by Public Law, Executive Order, or acquisition regulations in effect a the time of
execution of the proposed contract.



2

3

(4)

Authorized Official and Submission of Proposal

The proposal must be signed by an officid authorized to bind your organization and must
dipulate that it is predicated upon al the terms and conditions of this RFP. Y our proposa
shdl be submitted in the number of copies, to the address in the attached solicitation

cover letter, and mark each package asfollows. RFP No. NIMH-01-DS-0002 TO BE
OPENED BY AUTHORIZED GOVERNMENT PERSONNEL ONLY. Proposaswill
be typewritten, paginated, reproduced on letter Size paper and will belegiblein dl

required copies. To expedite the proposa evaluation, all documents required for
responding to the RFP should be placed in the following order:

(8) COVER SHEET

Include RFP number, title, name of organization, name of Principd Investigetor,
names of other offeror key personnel, name of any subcontractor(s) and their
proposed Principal Investigator(s), names of any collaborators or consultants, and
indicate whether the proposa isan origina or a copy.

(b) TECHNICAL PROPOSAL

Format and organization of the technical proposa must follow the Table of Contents,

and must include the information requested in the Technical Proposal Ingtructions and
as otherwise specified in the APPLICABLE RFP REFERENCES (ATTACHMENT
5).

(C) BUSINESS PROPOSAL

It is recommended that the business proposa consst of a cover page, atable of
contents, and the information requested in the Business Proposd Ingtructions and as
otherwise specified in the APPLICABLE RFP REFERENCES (ATTACHMENT 5).

Proposal Summary and Data Record (NIH-2043)

The Offeror must complete the Form NIH-2043, attached, with particular attention to the
length of time the proposdl is firm and the designation of those personnel authorized to
conduct negotiations. (See ATTACHMENT 5)

Separation of Technical and Business Proposals

The proposal must be prepared in two parts. a" Technica Proposd” and a"Business
Proposd.” Each of the parts shdl be separate and completein itself so that evauation of
one may be accomplished independently of, and concurrently with, evaluation of the

other. Thetechnica proposa must include direct cost and resource information, such as
labor-hours and categories, materials, subcontracts, travel, etc, and associated cost so that
the offeror’ s understanding of the project may be evauated. (See ATTACHMENT 5)



Q)
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However, the technica proposa should not include pricing datarelating to individua
sday information, indirect cost rates or amounts, fee amounts (if any), and tota cods.
The technica proposa should disclose your technica gpproach in as much detail as
possible, including, but not limited to, the requirements of the technical proposa
ingructions.

Alternate Proposals

Y ou may, a your discretion, submit aternate proposals, or proposals which deviate from
the requirements; provided , that you also submit a proposa for performance of the work
as specified in the statement of work. Such proposals may be considered if overdl
performance would be improved or not compromised and if they are in the best interests
of the Government. Alternative proposas, or deviations from any requirements of this
RFP, shal be clearly identified.

Confidentiality of Proposals (HHSAR 352.215-12, Restriction on Disclosure and Use
of Data (April 1984))

The proposa submitted in response to this RFP may contain data (trade secrets; business
data, eg., commercid information, financid information, and cost and pricing data; and
technicd data) which the offeror, including its prospective subcontractor(s), does not

want used or disclosed for any purpose other than for evauation of the proposal. The use
and disclosure of any data may be o restricted; provided, that the Government
determines that the dataiis not required to be disclosed under the Freedom of Information
Act, 5U.S.C. 552, as amended, and the offeror marks the cover sheet of the proposd with
the following legend, specifying the particular portions of the proposa which areto be
restricted in accordance with the conditions of the legend. The Government's
determination to withhold or disclose arecord will be based upon the particular
circumstances involving the record in question and whether the record may be exempted
from disclosure under the Freedom of Information Act:

Unless disclosure is required by the Freedom of Information Act, 5 U.S.C. 552, as
amended, (the Act) as determined by Freedom of Information (FOI) Officids of the
Department of Health and Human Services, data contained in the portions of this
proposa which have been specifically identified by page number, paragraph, etc. by the
offeror as containing restricted information shall not be used or disclosed except for
evaluation purposes.

The offeror acknowledges that the Department may not be able to withhold arecord
(data, document, etc.) nor deny access to a record requested pursuant to the Act, and that
the Department's FOI officids must make that determination. The offeror hereby agrees
that the Government is not ligble for disclosure if the Department has determined that
disclosureis required by the Act.



()

(8)

©)

If acontract is awarded to the offeror as aresult of, or in connection with, the submission
of this proposd; the Government shdl have the right to use or disclose the data to the
extent provided in the contract. Proposals not resulting in a contract remain subject to the
Act.

The offeror also agrees that the Government is not liable for disclosure or use of
unmarked data and may use or disclose the data for any purpose, including the release of
the information pursuant to requests under the Act.

The data subject to this restriction are contained in pages (insert page numbers, paragraph
designations, etc. or other identification).

In addition, the offeror should mark each page of data it wishes to redtrict with the
fallowing legend:

"Use or disclosure of data contained on this page is subject to the restriction on
the cover sheet of this proposd.”

NOTE: Offerors are cautioned that proposals submitted with the redtrictive legends or
gatements differing in substance from the above legend may not be considered for award.
The Government reserves the right to rgject any proposal submitted with a
nonconforming legend.

Evaluation of Proposals

The Government will evaluate technica proposasin accordance with the criteria set
forthin ATTACHMENT 3, “Evauation Factors for Contract Award”.

Potential Award Without Discussons

The Government reserves the right to award a contract without discussonsif the CO
determines that the initid prices are fair and reasonable and that discussions are not

necessary.
Use of the Metric System of M easurement

It isthe policy of the Department of Health and Human Services to support the Federa
trangtion to the metric system and to use the metric system of measurement indl
procurements, grants, and other business related activities unless such useis
impracticable or islikely to cause sgnificant inefficiencies.

The offeror is encouraged to prepare their proposa using either "Hard Metric,” " Soft
Metric," or "Dud Systems' of measurement. The following definitions are provided for
your information:
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Hard Metric - The replacement of a standard inch-pound size with an accepted metric
gzefor aparticular purpose. An example of size subgtitution might be: sdlling or
packaging liquids by the liter instead of by the pint or quart (as for soft drinks), or instead
of by the gdlon(as for gasoline).

Soft Metric - The result of amathematical conversion of inch-pound measurements to
metric equivaents for a particuar purpose. The physica characteristics are not changed.

Dud Systems- The use of both inch-pound and metric systems. For example, anitemis
designed, produced, and described in inch-pound vaues with soft metric vaues dso
shown for information or comparison purposes.

Human Subjects

Notice to Offerorsof Requirements of 45 CFR Part 46, Protection of Human
Subjects (SEPTEMBER 1985)

a)

b)

d)

Copies of the Department of Hedlth and Human Services (Department) regulations
for the protection of human subjects, 45 CFR Part 46, are available from the Office
for Protection from Research Risks (OPRR), Nationa Ingtitutes of Hedlth, Bethesda,
Maryland 20892. The regulations provide a systematic means, based on established
ethicd principles, to safeguard the rights and welfare of individuas who participate
as subjects in research activities supported or conducted by the Department.

The regulations define a human subject as aliving individud about whom an
investigator (whether professiona or student) conducting research obtains (1) data
through intervention or interaction with the individud, or (2) identifiable private
information. The regulations extend to the use of human organs, tissue and body
fluids from individudly identifiable human subjects as well asto graphic, written or
recorded information derived from individudly identifiable human subjects. The use
of autopsy materiasis governed by gpplicable State and loca law and is not directly
regulated by 45 CFR, Part 46.

Activitiesin which the only involvement of human subjects will bein one or more of
the categories set forth in 45 CFR 46.101(b)(1-6) are exempt from coverage.

I nappropriate designations of the noninvolvement of human subjects or of exempt
categories of research in aproject may result in delaysin the review of a proposa.
The Public Hedlth Service will make afind determination of whether the proposed
activities are covered by the regulations or are in an exempt category, based on the
information provided in the proposal. 1n doubtful cases, prior consderation with
OPRR, (telephone: 301-496-7041), is recommended.

In accordance with 45 CFR, Part 46, prospective Contractors being considered for
award shdl be required to file with OPRR an acceptable Assurance of Compliance
with the regulations, specifying review procedures and assigning respongbilities for
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the protection of human subjects. Theinitia and continuing review of aresearch
project by an indtitutiona review board shall assure that the rights and welfare of the
human subjects involved are adequately protected, that the risks to the subjects are
reasonable in reation to the potentia benefits, if any, to the subjects and the
importance of the knowledge to be gained, and that informed consent will be obtained
by methods that are adequate and appropriate. Prospective Contractors proposing
research that involves human subjects shal be contacted by OPRR and given detailed
ingructions for establishing an ingtitutiona review board and filing an Assurance of
Compliance.

f) Itisrecommended that OPRR be consulted for advice or guidance concerning either
regulatory requirements or ethica issues pertaining to research involving human
subjects.

Privacy Act

The Privacy Act of 1974 (P.L. 93-579) requires that a Federal agency advise each
individud whom it asks to supply information, the authority which authorizes the
solicitation, whether disclosure is voluntary or mandatory, the principa purpose or
purposes for which the information is intended to be used, the uses outside the agency
which may be made of the information, and the effects on the individud, if any, of not
providing dl or any part of the requested information.

The NIH isrequesting the informeation caled for in this RFP pursuant to the authority
provided by Sec. 301(a)(7) of the Public Hedlth Service Act, as amended, and, as
applicable, P.L. 92-218, as amended.

Providing the information requested is entirdy voluntary. The collection of this
information is for the purpose of conducting an accurate, fair, and adequate review prior
to adiscussion as to whether to award a contract.

Failure to provide any or dl of the requested information may result in alessthan
adequate review.

In addition, the Privacy Act of 1974 (P.L. 93-579, Section 7) requires that the following
information be provided when individuas are requested to disclose their socia security
number.

Provison of the socid security number isvoluntary. Socid security numbers are
requested for the purpose of accurate and efficient identification, referrd, review and
management of NIH contracting programs. Authority for requesting thisinformation is
provided by Section 301 and Title IV of the PHS Act, as amended.
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Theinformation provided by you may be routinely disclosed for the following purposes:

to the cognizant audit agency and the Genera Accounting Office for auditing.
to the Department of Justice as required for litigation.

to respond to congressiond inquiries.

to qudified experts, not within the definition of Department employees, for
opinions as a part of the review process.

The System of Records gpplicable to this requirement may be accessed at URL.:
http://Amww.nimh.nih.gov/grants/privacyact1997.pdf

Sdlection of Offerors

a)

b)

d)

The acceptability of the scientific and technica portion of each research contract
proposa will be evauated by atechnicd review committee. The committee will
evauate each proposd in drict conformity with the evaluation criteria of the RFP,
utilizing point scores and written critiques. The committee may suggest thet the
Contracting Officer request clarifying information from an offeror.

The business portion of each contract proposal will be subjected to a cost and price
andyss, management analysis, etc.

If award will be made without conducting discussions, offerors may be given the
opportunity to clarify certain aspects of their proposa (e.g., the relevance of an
offeror's past performance information and adverse past performance information to
which the offeror has not previoudy had an opportunity to respond) or to resolve
minor or clerica errors.

If the Government intends to conduct discussions prior to awarding a contract-

All aspects of the proposals are subject to discussons, including cogt, technica
gpproach, past performance, and contractua terms and conditions. At the conclusion
of discussions, each offeror shdl be given an opportunity to submit awritten Find
Proposal Revison (FPR) with the reservation of the right to conduct limited
negotiations after Final Proposal Revisons (FPRs) in accordance with HHSAR
315.670.

The process described in FAR 15.101-1 will be employed, which permits the
Government to make tradeoffs among cost or price and non-cost factors and to
consider award to other than the lowest price offeror or other than the highest
technicdly rated offeror. This processwill take into consderation the results of the
technical evauation, the past performance evauation (if applicable) and the cost
andyss.


http://www.nimh.nih.gov/grants/privacyact1997.pdf
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f) TheNIMH reserves the right to make a single award, multiple awards, or no award at
al from thisRFP. In addition, the RFP may be amended or canceled as necessary to
meet NIMH requirements. Synopses of awards exceeding $25,000 will be published
in the Commerce Business Dally.

Incluson of Women and Minoritiesin Research Involving Human Subjects

It isthe policy of the NIH that women and members of minority groups and thelr
subpopulations must be included in al NIH supported biomedica and behaviord
research projects involving human subjects, unless a clear and compeling rationale and
judtification is provided that inclusion is inappropriate with respect to the hedlth of the
subjects or the purpose of the research. This new palicy results from the NIH
Revitdization Act of 1993 (Section 492B of Public Law 103-43) and supersedes and
srengthens the previous palicies (Concerning the Inclusion of Women in Study
Populations, and Concerning the Incluson of Minoritiesin Study Populations) which
have been in effect snce 1990. The new policy contains some new provisonsthat are
subgtantidly different from the 1990 policies.

All investigators proposing research involving human subjects should reed the "NIH
Guidelines For Incluson of Women and Minorities as Subjectsin Clinical Research”

which have been published in the Federd Register of March 28, 1994 (FR 59 14508-
14513), [(this was reprinted to correct typesetting errors from Federal Register dated
March 9, 1994 (FR 59 11146-11151)], and reprinted in the NIH GUIDE FOR GRANTS
AND CONTRACTS of March 18, 1994, VVolume 23, Number 11.

Refer to ATTACHMENT 5 of the RFP for information on where to obtain a copy of this
Guide.

Unless otherwise specified in this solicitation, the Government has determined that the
work st forth herein does not involve a gender specific study or asingle or limited
number of minority population groups. Therefore, the NIMH believes that the inclusion
of women and minority populations is appropriate for this project. (Refer to
ATTACHMENT 3 of this RFP for more information about eva uation factors for award.)

Theformat for the Annual Technical Progress Report Format for Each Study (See
ATTACHMENT 5 of thisRFP) shall be used in proposal preparation.

Inclusion of Children in Research Involving Human Subjects

It isNIH policy that children (defined below) must beincluded in dl human subjects
research, including, but not limited to, clinicd trias, conducted under a contract funded
by the NIH, unless there are scientific or ethical reasons not to include them. For the
purposes of this policy, contracts involving human subjects include categories that would
otherwise be exempt from the DHHS Policy for Protection of Human Research Subjects
(sections 101(b) and 401(b) of 45 CFR 46), such as surveys, evauation of educationd



interventions, and studies of exigting data or specimens that should include children as
participants.  This policy applies to both domestic and foreign research contracts.

For purposes of this policy, a child is defined as an individud under the age of 21 years.

Incluson of children as participants in research must be in compliance with al applicable
subparts of 45 CFR 46 aswell as other pertinent laws and regulations whether or not such
research is otherwise exempted from 45 CFR 46. Therefore, any proposals must include
adescription of plansfor including children, unless the offeror presents clear and
convincing judtification for an excluson. In the technica proposd, the offeror should
creste a section titled "Participation of Children." This section should provide either a
description of the plansto include children and arationae for sdlecting or excluding a
specific age range of child, or an explanation of the reason(s) for excluding children as
participants in the research. The RFP will contain areview criterion addressing the
adequacy of plansfor including children as gppropriate for the scientific gods of the
research, or judtification of excluson.

All investigators proposing research involving human subjects should read the "NIH
Policy and Guiddines on the Incluson of Children as Participants in Research Involving
Human Subjects’ which was published in the NIH Guide for Grants and Contracts on
March 6, 1998, see ATTACHMENT 5 of this RFP for information on where to obtain a
copy of this Guide.

(15) Salary RateLimitation in Fiscal Year 2000

Offerors are advised that pursuant to P.L. 106-113, no NIH Fiscal Year 2000 (October 1,
1999 - September 30, 2000) funds may be used to pay the direct annual saary of an
individua through any cortract awarded as aresult of this solicitation a arate in excess
of the Executive Schedule, Levd 11* (direct sdlary is exclusve of Overhead, Fringe
Benefits and Generd and Adminigtrative expenses). This does not preclude the offeror
from absorbing thet portion of an employee's annud sdary (plus the dollar amount for
fringe benefits and associated indirect costs) that exceeds arate of the Executive
Schedule, Levd 11*. The sdary rate limitation set by P.L. 106-113 applies only to Fisca
Y ear 2000 funds, however, sdary rate cellings for subsequent years may be included in
future DHHS appropriation acts. Multi-year contracts avarded pursuant to this
solicitation may be subject to unilateral modifications by the Government if an
individud'sannud sdary exceeds any sdary rae celling established in future
gopropriations acts. The Executive Schedule, Levd [1* annud sdary rate limit dso
applies to individuals proposed under subcontracts. P.L. 106-113 statesin pertinent part:

"None of the funds appropriated in this Act for the Nationd
Indtitutes of Hedlth and the Substance Abuse, and Mentd Hedth
Services Adminigration shal be used to pay the sday of an
individud through a grant or extramurd mechaniam a a rae in
excess of Executive Levd 11."



*This rate may change periodically. For your information, the rate can be found
at URL: http://www.opm.gov/oca/2000tbls/Execses/html/execschd.htm

(16) Ingtitutional Responsibility Regarding Conflicting Interests of Investigators
EACH INSTITUTION MUST:

@ Maintain an gppropriate written, enforced policy on conflict of interest that
complieswith 42 CFR Part 50 Subpart F and/or 45 CFR Part 94 as appropriate
and inform each investigator of the Ingtitution's policy, the Investigator's reporting
respongbilities, and the gpplicable regulations. If the Inditution carries out the
NIH funded research through sub grantees, contractors or collaborators, the
Inditution must take reasonable steps to ensure that Investigators working for
such entities comply with the regulaions, ether by requiring those investigators
to comply with the Indtitution's policy or by requiring the entities to provide
assurances to the Indtitution that will enable the Indtitution to comply with the
regulations.

(b) Designate an Indtitutiond officid(s) to solicit and review financid disclosure
gatements from each Investigator who is planning to participate in NIH-funded
research.

(© Require that by the time an application/proposal is submitted to the NIH each
investigator who is planning to participate in the NIH-funded research has
submitted to the designated officid(s) alisting of higher known Sgnificant
Financid Interests (and those of his’her spouse and dependent children): (i) that
would reasonably appear to be affected by the research for which the NIH funding
is sought; and (ii) in entities whose financid interests would reasonably gppear to
be affected by the research. All financial disclosures must be updated during the
period of the award, either on an annua basis or as new reportable Significant
Financid Interests are obtained.

(d) Provide guiddines consgtent with the regulations for the designated officid(s) to
identify conflicting interests and take such actions as necessary to ensure that such
conflicting interests will be managed, reduced, or diminated.

(e Maintain records, identifiable to each award, of dl financid disclosuresand dl
actions taken by the indtitution with respect to each conflicting interest for: (1) in
the case of grants, at least three years from the date of submission of the find
expenditures report or, where applicable, from other dates specified in 45 CFR
Part 74.53(b) and(2) in the case of contracts, 3 years after final payment or, where
applicable, for the other time period specified in 48 CFR Part 4 Subpart 4.7,
Contract Records Retention.

) Establish adequate enforcement mechanisms and provide for sanctions where
appropriate.
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(9) Certify, in each gpplication/proposd for funding to which the regulations applies,
that:

(1) thereisin effect a the Ingtitution awritten and enforced adminigtrative
processto identify and manage, reduce or iminate conflicting interests with
respect to dl research projects for which funding is sought from the NIH;

(2) prior to the Indtitution's expenditure of any funds under the award, the
Ingtitution will report to the awarding component the existence of a conflicting
interest (but not the nature of the interest or other details) found by the Indtitution
and assure that the interest has been managed, reduced or eiminated in accord
with the regulations; and for any interest that the Ingtitution identifies as
conflicting subsequent to the expenditure of funds after award, the report will be
made and the conflicting interest managed, reduced, or diminated, &t least on a
temporary basis within sixty days of that identification;

(3) the Indtitution agrees to make information available, upon request, to the
awarding component regarding al conflicting interests identified by the

Ingtitution and how those interested have been managed, reduced, or eiminated to
protect the research from bias; and

(4) the Indtitution will otherwise comply with the regulations.
Ingtitutional Management of Conflicting I nterests

(1) The designated officid(s) mudt: (i) review dl financid disclosures; and(ii) determine
whether corflict of interest exists, and if so, determine what actions should be taken by
the Indtitution to manage, reduce or diminate such conflict of interest. A conflict of

interest exists when the designated officia(s) reasonably determines that a Significant
Financid Interest could directly and significantly affect the design, conduct, or reporting

of the NIH-funded research. Examples of conditions or restrictions that might be imposed
to manage actua or potentid conflicts of interestsinclude, but are not limited to:

I. public disclosure of Sgnificant financid interedts;

ii. monitoring of research by independent reviewers,

iii. modification of the research plan;

iv. disqudification of the Investigator(s) from participation in al or a portion of the
research funded by the awarding component;

v . divedtiture of sgnificant financid interedts, or

vi. severance of reaionshipsthat create actua or potentia conflicts of interests.

(2) An Ingtitution may require the management of other conflicting financid interestsin
addition to those described in paragraph (1) of this section, as the Indtitution deems
appropriate.
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N.

Salicitation Provisions Incor por ated by Reference, FAR 52.252-1 (February 1998)

This Solicitation incorporates the following solicitation provisons by reference with the
same force and effect asif they were given in full text. Upon request, the CO will make
therr full text avalable. The offeror is cautioned thet the listed provisons may include
blocks that must be completed by the offeror and submitted with its quotation or offer. In
lieu of submitting the full text provisons, the offeror may identify the provison by
paragraph identifier and provide the appropriate information with its quotation or offer.
Also thefull text of asolicitation provison may be accessed eectronicdly at this

address. http://www.arnet.qov/far/.

FEDERAL ACQUISITION REGULATION (48 CFR CHAPTER 1):

a Submission of Offersin the English Language, FAR Clause 52.214-34, (April 1991).

b. Submission of Offersin U.S. Currency, FAR Clause 52.214-35, (April 1991).

c. Order of Precedence - Uniform Contract Format, FAR Clause 52.215-8 (October 1997)
d. Preaward On-Site Equa Opportunity Compliance Evduation, (Over $10,000,000)

FAR Clause 52.222-24, (February 1999)

e. Requirements for Cost or Pricing Data or Information Other Than Cost or Pricing Data,
FAR 52.215-20 (October 1997)

TECHNICAL PROPOSAL INSTRUCTIONS

A detailed work plan must be submitted for each proposed objective indicating how each aspect
of the objective isto be accomplished. Y our technica proposal should bein as much detail as
you consider necessary to fully explain your proposed technica approach and methodology. The
technica proposd should reflect a clear understanding of the nature of the work being

undertaken and must include information on how the project is to be organized, staffed, and
managed. The Technica Proposal should be organized and presented as stated below.

1.

Technical Discussions

The technica discusson included in the technica proposa should respond to the items
et forth below:

a Statement of Work
(@) Objectives

State the overal objectives and the specific accomplishments you hope to
achieve. Indicate the rationale for your plan, and relation to comparable
work in progress el sewhere. Review pertinent work aready published
which isrelevant to this project and your proposed gpproach. This should
support the scope of the project as you perceiveiit.


http://www.arnet.gov/far

2 Approach

Use as many subparagraphs, appropriately titled, as needed to clearly
outline the generd plan of work. Discuss phasing of research and, if
gppropriate, include experimenta design and possible or probable
outcome of approaches proposed.

(3)  Methods

Describe in detail the methodologies you will use for the project,
indicating your level of experience with each, areas of anticipated
difficulties, and any unusud expenses you anticipate.

4 Schedule

Provide a schedule for completion of the work and delivery of items
specified in the Statement of Work. Performance or delivery schedules
shdl be indicated for phases or segments, as gpplicable, aswell asfor the
overdl program. Schedules shdl be shown in terms of cdendar months
from the date of authorization to proceed or, where gpplicable, from the
date of a gtated event, asfor example, receipt of arequired approval by the
CO. Unless the RFP indicates that the stipulated schedules are mandatory,
they shall be treated as desired or recommended schedules. In this event,
proposals based upon the offeror's best dternative schedule, involving no
overtime, extra shift or other premium, will be accepted for consderation.

Per sonnel

Describe the experience and qudifications of personng who will be assgned for
direct work on this program. Information is required which will show the
compoasition of the task or work group, its generd qudifications, and recent
experience with smilar equipment or programs. Specid mention shal be made of
direct technica supervisors and key technica personne, and the approximate
percentage of the tota time each will be available for this program.

OFFERORS SHOULD ASSURE THAT THE PRINCIPAL INVESTIGATOR,
AND ALL OTHER PERSONNEL PROPOSED, SHALL NOT BE
COMMITTED ON FEDERAL GRANTSAND CONTRACTS FOR MORE
THAN A TOTAL OF 100% OF THEIR TIME. IF THE SITUATION ARISES
WHERE IT ISDETERMINED THAT A PROPOSED EMPLOYEE IS
COMMITTED FOR MORE THAN 100% OF HISOR HER TIME, THE
GOVERNMENT WILL REQUIRE ACTION ON THE PART OF THE
OFFEROR TO CORRECT THE TIME COMMITMENT.

(@D} Principa Investigator/Project Director



2

3

(4)

Ligt the name of the Principal Investigator/Project Director responsible for
overdl implementation of the contract and key contact for technicd
aspects of the project. Even though there may be co-investigators, identify
the Principd Investigator/Project Director who will be responsible for the
overdl implementation of any awarded contract. Discuss the
qudifications, experience, and accomplishments of the Principa
Investigator/Project Director. State the estimated time to be spent on the
project, his’her proposed duties, and the areas or phases for which he/she
will be respongble. If the Principd Investigator proposed for thisRFP is
committed in excess of 100% of his’her time the proposa must include
appropriate explanations.

Other Investigators

Ligt dl other investigator/professona personnd who will be

participating in the project. Discuss the qudifications, experience, ad
accomplishments. State the estimated time each will spend on the project,
proposed duties on the project, and the areas or phases for which each will
be responsible.

Additiona Personnd

List names, titles, and proposed duties of additiona personnd, if any, who
will be required for full-time employment, or on a subcontract or
consultant basis. The technical aress, character, and extent of subcontract
or consultant activity will be indicated and the anticipated sources will be
specified and qudified. For al proposed personne who are not currently
members of the offeror's saff, aletter of commitment or other evidence of
availability isrequired. A resume does not meet this requirement.
Commitment letters for use of consultants and other personnel to be hired
must indlude:

-The specific items or expertise they will provide.

-Their avallability to the project and the amount of time anticipated.
-Willingness to act as a consutant.

-How rights to publications and patents will be handled.

Resumes
Resumes of dl key personnd are required. Each must indicate educationa

background, recent experience, specific or technica accomplishments, and
aligting of relevant publications. Resumes must not exceed two pages.



c. Facilitiesand Resources

List/describe dl facilities and resources available for this project, including any
equipment.

I'n accordance with FAR 39.106, I nformation Technology acquired under this
contract must be Year 2000 compliant as set forth in the following clause:

The Contractor agreesthat each item of hardwar e, software, and firmware
used under this contract shall be able to accurately process date data
(including, but not limited to, calculating, comparing, and sequencing) from,
into and between the twentieth and twenty-first centuriesand Year 1999 and
Year 2000 and leap year calculations.

d. Summary of Related Activities

The offeror shdl complete and include with the technica proposd the "Summary of
Current and Proposed Activities' form, sse ATTACHMENT 5, of thisRFP.  Include
this form with the Other Condderations portion of your technical proposa.

2. Technical Evaluation

Proposds will be technicdly evauated in accordance with the factors, weights, and order of
relative importance as described in the Evauation Factors for Contract Award (ATTACHMENT
3).

3. Additional Technical Proposal Information

a. Proposadswhich merely offer to conduct a program in accordance with the
requirements of the Government’ s scope of work will not be digible for avard. The
offeror must submit an explanation of the proposed technica gpproach in conjunction
with the tasks to be performed in achieving the project objectives.

b. Thetechnicd evauation is conducted in accordance with the weighted technica
evduation criteriaby theinitid review pand. This evaduation produces a numericd
score (points) which is based upon the information contained in the offeror’ s proposal
only.

4. Other Consderations

Record and discuss specific factors not included € sewhere which support your proposa. Using
specificdly titled subparagraphs, items may include:

@ Any agreements and/or arrangements with subcontractor(s). Provide as much
detall as necessary to explain how the Statement of Work will be accomplished
within this working relaionship.



(b) Unigue arrangements which none or very few organizations are likely to have
which is advantageous for effective implementation of this project.

(© Equipment and unusua operating procedures established to protect personned
from hazards associated with this project.

(d) Other factors you fed are important and support your proposed research.

(e Recommendations for changing reporting requirements or other deliverables if
such changes would be more competible with the offeror's proposed schedules.

O. BUSINESS PROPOSAL INSTRUCTIONS

For proposa purposes, dl offerors are required to submit a“Budget” for the following
hypothetical Task Order:

Sample Clinica Trid, Randomized, Double-Blind Study of fluoxetine vs placebo in children
with Generdized Anxiety Disorder (GAD).

Children, ages 8 to 17, with diagnosed GAD will be randomly assigned to receive either
fluoxetine or an inactive placebo for 12 weeks. Each child will be monitored for symptoms and
sde effects throughout the study. Each child will have blood tests at Weeks 4, 8, and 12 to
measure drug levelsin the blood (plasma levels). The study will last for 12 weeks. The sudy

will be conducted at 5 sites around the country (assume 3 East Coadt Sites, 1 Mid-West Site, and
1 West Coadt Site). The study will recruit 120 subjects, approximately evenly distributed at each
gte.

Patients are assessed for psychiatric symptomatology, functiond status and side effects.
Assume that medication and matching placebo will be supplied and distributed by
pharmaceutical company.

Incluson Criteria

-Age8to 17 years

-Both maes and femaes

-Diagnoss of Generdlized Anxiety Disorder

Excluson Criteria

-Patients with current mgjor depresson

- Patients with panic disorder

- Patients with obsessive-compulsive disorder
-Current substance abuse



Basic Cost/Price | nformation

The business proposa must contain sufficient information to alow the Government to
perform abasic andysis of the proposed cost or price of the work. Thisinformation shall
include the amounts of the basic eements of the proposed cost or price. These elements
will include, as gpplicable, direct labor, fringe benefits, travel, materids, subcontracts,
purchased parts, shipping, indirect costs and rate, fee, and profit.

Cost and Pricing Data

@

Generd Indructions

(1) You mug provide the following information on the first page of your
pricing proposal:

(i) Solicitation, contract, and/or modification number;

(i) Name and address of offeror, to include DUNS number;

(iif) Name and telephone number of point of contact;

(iv) Name of contract adminigiration office (if avalable);

(v) Type of contract action (that is, new contract, change order, price
revison/redetermination, letter contract, unpriced order, or other);

(vi) Proposed cogt; profit or fee; and totd;

(vii) Whether you will require the use of Government property in the
performance of the contract, and, if so, what property;

(viii) Whether your organization is subject to cost accounting standards,
whether your organization has submitted a CASB Disclosure Statement,
and if it has been determined adequate; whether you have been notified
that you are or may be in noncompliance with your Disclosure Statement
or CAS, and, if yes, an explanation; whether any aspect of this proposd is
incons stent with your disclosed practices or gpplicable CAS, and, if so, an
explanation; and whether the proposd is consistent with your established
estimating and accounting principles and procedures and FAR Part 31,
Codt Principles, and, if not, an explanation;

(ix) The following statement: This proposal reflects our estimates and/or
actud cogts as of this date and conforms with the instructionsin FAR
15.403-5(b)(1) and Table 15-2. By submitting this proposal, we grant the
CO and authorized representative(s) the right to examine, a any time
before award, those records, which include books, documents, accounting
procedures and practices, and other data, regardless of type and form or
whether such supporting information is specificaly referenced or included
in the proposd as the basis for pricing, that will permit an adequate
evauation of the proposed price,

(x) Date of submission; and

(xi) Name, title and signature of authorized representative.
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(h)

In submitting your proposal, you must include an index, appropriately
referenced, of dl the cost or pricing data and information accompanying
or identified in the proposd. In addition, you must annotate any future
additions and/or revisions, up to the date of agreement on price, or an
earlier date agreed upon by the parties, on a supplementd index.

As part of the specific information required, you must submit, with your
proposal, cost or pricing data (thet is, datathat are verifiable and factual
and otherwise as defined a FAR 15.401). Y ou must clearly identify on
your cover sheet that cost or pricing data are included as part of the
proposdl. In addition, you must submit with your proposa any information
reasonably required to explain your estimating process, including--

(@D} The judgmenta factors applied and the mathematica or other
methods used in the estimate, including those used in projecting
from known data; and

2 The nature and amount of any contingenciesincluded in the
proposed price.

Y ou must show the relationship between contract lineitem prices and the
total contract price. Y ou must attach cost eement breakdowns for each
proposed research objective, using the appropriate format prescribed in the
"Formats for Submission of Line Item Summaries’ (see paragraph 3
below). Y ou must furnish supporting breakdowns for each cost element,
congstent with your cost accounting system.

When more than one contract line item is proposed, you must o provide
summary totd amounts covering dl line items for each dement of cog.

Whenever you have incurred costs for work performed before submission
of aproposal, you must identify those costsin your cost/price proposal.

If you have reached an agreement with Government representatives on use
of forward pricing ratesfactors, identify the agreement, include a copy,
and describe its nature.

As soon as practicable after find agreement on price or an earlier date
agreed to by the parties, but before the award resulting from the proposd,
you must, under the conditions stated in FAR 15.406-2, submit a
Certificate of Current Cogt or Pricing Data.

3. Cost Elements

Depending on your system, you must provide breakdowns for the following basic
cost elements, as gpplicable:
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(b)
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Direct Labor

Provide atime-phased (e.g. monthly, quarterly, etc.) breakdown of labor
hours, rates, and cost by appropriate category, and furnish basis for
estimates.

Fringe Bendfits

Show fringe benefits as a separate line item. Include the rates(s) and/or
method of calculating fringe benefits. Provide a copy of your fringe
benfit rate or organizationa guiddines.

Materids and services

Provide a consolidated priced summary of individud materid quantities
included in the various tasks, orders, or contract line items being proposed
and the basis for pricing (vendor quotes, invoice prices, etc.). Include raw
materids, parts, components, assemblies, and services to be produced or
performed by others. For dl items proposed, identify the item and show
the source, quantity, and price. Conduct price andyses of al subcontractor
proposals. Conduct cost andyses for al subcontracts when cost or pricing
data are submitted by the subcontractor. Include these analyses as part of
your own cost or pricing data submissions for subcontracts expected to
exceed the appropriate threshold in FAR 15.403-4. Submit the
subcontractor cost or pricing data as part of your own cost or pricing data
asrequired in paragraph 2, below. These requirements aso apply to al
subcontractorsif required to submit cost or pricing data.

(1)  Adeguate Price Competition. Provide data showing the degree of
competition and the basis for establishing the source and reasonableness of
price for those acquisitions (such as subcontracts, purchase orders,
materia order, etc.) exceeding, or expected to exceed, the appropriate
threshold set forth at FAR 15.403-4 priced on the basis of adequate price
competition. For interorganizationd transfers priced at other than the cost
of comparable competitive commercid work of the divison, subsidiary, or
affiliate of the contractor, explain the pricing method (see FAR
31.205-26(€)).

(20  All Other. Obtain cost or pricing data from prospective sources for
those acquisitions (such as subcontracts, purchase orders, materid order,
etc.) exceeding the threshold set forth in FAR 15.403-4 and not otherwise
exempt, in accordance with FAR 15.403-1(b) (i.e., adequate price
competition, commercia items, prices set by law or regulation or waiver).
Also provide data showing the basis for establishing source and
reasonableness of price. In addition, provide a summary of your cost
andysis and a copy of cost or pricing data submitted by the prospective



(d)
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(h)

source in support of each subcontract, or purchase order that is the lower
of either $10,000,000 or more, or both more than the pertinent cost or
pricing data threshold and more than 10 percent of the prime contractor's
proposed price. The CO may require you to submit cost or pricing datain
support of proposasin lower amounts. Subcontractor cost or pricing data
must be accurate, complete and current as of the date of final price
agreement, or an earlier date agreed upon by the parties, given on the
prime contractor's Certificate of Current Cost or Pricing Data. The prime
contractor is respongble for updating a prospective subcontractor's data.
For sandard commercid items fabricated by the offeror that are generdly
stocked in inventory, provide a separate cost breakdown, if priced based
on cogt. For interorganizationd transfers priced at cost, provide a separate
breakdown of cost eements. Analyze the cost or pricing data and submit
the results of your analysis of the prospective source's proposa. When
submission of a prospective source's cost or pricing datais required as
described in this paragraph, it must be included adong with your own cost
or pricing data submission, as part of your own cost or pricing data. You
must dso submit any other cost or pricing data obtained from a
subcontractor, ether actudly or by specific identification, dong with the
results of any analysis performed on that data.

Indirect Costs

Indicate how you have computed and gpplied your indirect codts,
including cost breakdowns. Show trends and budgetary datato provide a
basis for evauating the reasonableness of proposed rates. Indicate the
rates used and provide an appropriate explanation.

Specid Equipment

If direct charge, list any equipment proposed including description, price,
quantify, tota price, purchase of lease, and the basisfor pricing.

Trave

Provide the cost of travel including destination, duration, purpose, per
diem, trangportation, and the basis for pricing.

Other Costs

Lig al other costs not otherwise included in the categories described
above (e.g., specid tooling, travel, computer and consultant services,
preservation, packaging and packing, spoilage and rework, and Federal
excise tax on finished articles) and provide bases for pricing.

Royalties



If royalties exceed $1,500, you must provide the following information on
a separate page for each separate roydty or license fee!

(1) Name and address of licensor.

(2) Date of license agreement.

(3) Patent numbers.

(4) Patent gpplication serid numbers, or other basis on which the royalty
is payable.

(5) Brief description (including any part or model numbers of each
contract item or component on which the royalty is payable).

(6) Percentage or dollar rate of roydty per unit.

(7) Unit price of contract item.

(8) Number of units.

(9) Totd dallar amount of roydlties.

(10) If specifically requested by the CO, a copy of the current license
agreement and identification of applicable claims of specific patents (see
FAR 27.204 and 31.205-37).

() Facilities Capital Cost of Money (Commercia Organizaions, only)

When you dect to clam facilities capitd cost of money as an dlowable
cost, you must submit Form CASB-CMF and show the calculation of the
proposed amount (see FAR 31.205-10).

4. Formatsfor Submission of Line ltem Summaries

A separate cost/price estimate shal be provided for each research objective that you
may propose. Individua cost/price estimates shal be furnished in accordance with the
detailed bregkdown in the format smilar to that shown on the "Business Proposa
Cost Information” form, see ATTACHMENT 5 of this RFP. For each separate
cost/price estimate, the offeror must furnish a breakdown by cost ement asindicated
above. In addition, summary tota amounts shdl be furnished. Further, in an effort to
assist the cost proposal review process, Offerors who have prepared their business
proposal using the following software spreadsheet programs are requested to provide a
copy of the cost proposa spreadshect(s) on a computer disk (high density) along with
the submission of your paper copies of the business proposa. IBM PC compatible
software programs are: Excdl; Lotus 1-2-3; and Quattro Pro.

To asss in the preparation of future cost estimates, the Projected Consumer Price
Index may be accessed at URL.:  http://rch.nci.nih.gov/form/cpi.htm

Thereisaclear digtinction between submitting cost or pricing data and merdy making
available books, records, and other documents without identification. The
requirement for submisson of cost or pricing datais met when dl accurate cost or
pricing deta reasonably available to the offeror have been submitted, either actualy or
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by specific identification, to the CO or an authorized representetive. As later
information comesinto your possession, it should be submitted promptly to the CO in
amanner that clearly shows how the information relates to the offeror's price
proposa. The requirement for submission of cost or pricing data continues up to the
time of agreement on price, or an earlier date agreed upon between the partiesiif
gpplicable.

By submitting your proposd, you grant the CO or an authorized representative the
right to examine records that formed the basis for the pricing proposd. That
examination can take place at any time before award. It may include those books,
records, documents, and other types of factua information (regardless of form or
whether the information is specificaly referenced or included in the proposal asthe
bassfor pricing) that will permit an adequate evaluation of the proposed price. [Note
to Offerors of RFPs using "JUST IN TIME" procedures. Data subgtantiating the costs
or prices proposed (i.e. payroll documentation, vendor quotes, invoice price, €tc.)
ghdl not be submitted with theinitid proposd. This information will be requested
from the offeror during the negatiation process. Theinitiad proposal need only
indicate from what source the proposed costs and prices are substantiated.

5. Total Compensation Plan - Ingtructions
FHxE Thisdocument isINCLUDED in the" Just In Time" procedures. ****

a) Tota compensation (sdary and fringe benefits) of professona employees under
service contracts may, in some cases, be lowered by recompetition of these
contracts. Lowering of compensation can be detrimentd in obtaining the
necessary qudity of professond services needed for adequate performance of
sarvice contracts. It is, therefore, in the best interest of the Government thet
professiona employees, as defined in 29 CFR Part 541, be properly compensated
inthese contracts. All offerors INCLUDED IN DISCUSSIONS WILL BE
REQUIRED TO SUBMIT a"Totd Compensation Plan” (sdaries and fringe
benefits) for these professond employees for evauation purposes.

b) The Government will evaluate the Totad Compensation Plan to ensure that this
compensation reflects a sound management gpproach and an understanding of the
requirements to be performed. It will include an assessment of the offeror's
ability to provide uninterrupted work of high quality. Thetota compensation
proposed will be evduated in terms of enhancing recruitment and retention of
personnel and its redism and congstency with atota plan for compensation (both
sdaries and fringe benefits).

c) Evaudion for award, therefore, will include an assessment of the Tota
Compensation Plan submitted by each offeror.



6.

7.

Total Compensation Plan - Evaluation

a)

b)

d)

Total Compensation Plan (Professional Employees)

In establishing compensation levels for professona employees, the total
compensation (both sdaries and fringe benefits) proposed shdl reflect a clear
undergtanding of the requirements of the work to be accomplished and the
suitability of the proposed compensation structure to obtain and retain qualified
personnel to meet misson objectives. The sdary rates or ranges must recognize
the digtinct differences in professiona skills and the complexity of varied
disciplinesaswell asjob difficulty. Proposals offering total compensation levels
less than currently being paid by the predecessor Contractor for the same work
will be evaluated, in addition to the above, on the basis of maintaining program
continuity, uninterrupted work of high quality, and availability of required
competent professiona employees. Offerors are cautioned that instances of
lowered compensation for essentialy the same professiona work may be
congdered alack of sound management judgment in addition to indicating alack
of understanding of the requirement.

Cost (Professional Compensation)

Proposds which are unredligticaly low or do not reflect a reasonable rdationship
of compensation to the professiona job categories so asto impair the Contractor's
ability to recruit and retain competent professona employees, may be viewed as
reflecting afailure to comprehend the complexity of the contract requirements.

The Government is concerned with the qudity and stability of the work force to

be employed on this contract. The compensation data required will be used in
evauation of the offeror's understanding of the contract requirements.

Other (Labor Relations)

An assessment of the potential for adverse effect upon performance and
maintenance of the required number of professona employees with requisite
skills resulting from an unredigticaly low compensation structure will also be
made.

Federal Acquisition Regulation Clausesincor porated by Reference

FAR Clause 52.222-46, Evduation of Compensation for Professiond Employees
(FEBRUARY 1993).

Quialifications of the Offeror



a) You are requested to submit a summary of your "Genera Experience,
Organizational Experience Related to this RFP, Performance History and
Pertinent Contracts.”

@ General Experience

General experience is defined as generd background, experience and
qudifications of the offeror. A discusson of proposed facilitieswhich can
be devoted to the project may be appropriate.

2 Organizational Experience Related to the RFP

Organizational experience is defined as the accomplishment of work,
either past or on-going, which is comparable or reated to the effort
required by this RFP. Thisincludes overall offeror or corporate
experience, but not the experience and/or past performance of individuas
who are proposed as personnd involved with the Statement of Work in
this RFP.

3 Performance History
Performance history is defined as meeting contract objectives within

delivery and cost schedules on efforts, either past or on-going, which is
comparable or related to the effort required by this RFP.

4 Pertinent Contracts

Pertinent contracts is defined as alisting of each related contract
completed within the last three years or currently in process. Thelising
should include: 1) the contract number; 2) contracting agency; 3) contract
dollar value; 4) dates contract began and ended (or ends); 5) description of
contract work; 6) explanation of relevance of work to this RFP; 7) actua
delivery and cost performance versus ddlivery and cost agreed to in the
contract(s). For award fee contracts, separately state in dollars the base
fee and award fee available and the award fee actually received. The same
type of organizationa experience and past performance data should be
submitted.

) Pertinent Grants

List grants supported by the Government that involved similar or related
work to that caled for in this RFP. Include the grant number, involved
agency, names of the grant specidist and the Science Administrator,
identification of the work, and when performed.



Y ou are cautioned that omission or an inadequate or inaccurate response to this very
important RFP requirement could have a negative effect on the overal selection process.
Experience and past performance are factors which are relevant to the ability of the
offerors to perform and, while not a specific weighted eva uation factor, they are inherent
in one or more technicd evauation criterion. Also, they may be used to conduct a
relative assessment of offerors during the source selection process if the evaluation
factorsfor contract award, in the specific RFP so indicate.

8. Past Performance
(@ Offerors shdl submit the following information as a part of their Business proposd.

A Ligt of the last five (5) contracts completed during the past three (3) years and all
contracts currently in process that are Smilar in nature to the solicitation workscope.
Contracts listed may include those entered into by the Federal Government, agencies
of sate and locad Governments and commercia concerns. Offerorsthat are newly
formed entities without prior contracts should list contracts and subcontracts as
required above for dl key personnel.

Name of Contracting Organization

Contract Number (for subcontracts, provide the prime contract number and the
subcontract number)

Contract Type

Tota Contract Vaue

Description of Requirement

Contracting Officer's Name and Telephone Number

Program Manager’ s Name and Telephone Number

Standard Industrial Code

N

© N Ok~ W

The offeror shal submit comparable information on al subcontractors that the offeror
proposes to perform amagjor subcontract under this effort.

The offeror should provide information on problems encountered on the identified
contracts and the offeror’s corrective actions.

(b) Each offeror will be evaluated on its performance under existing and prior contracts
for amilar products or services. The Government is not required to contact al
references provided by the offeror. Also, references other than those identified by the
offeror may be contacted by the Government to obtain additiona information that
will be used in the evaluation of the offeror’ s past performance.

9. Property, Equipment, Facilities
@ It is DHHS palicy that Contractorswill provide al equipment and facilities

necessary for performance of contracts. Exception may be granted to furnish
Government-owned property, or to authorize purchase with contract funds, only
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11.

(b)

(©

(d)

when approved by the CO. If the offeror is proposing that the Government
provide any equipment, other than that specified under Government Furnished
Property in the RFP, the proposad must include comprehengive judtification which
includes, in addition to the description and estimated cost of each item:

(1)  Anexplanation that theitem isfor apecia use essentid to the direct
performance of the contract and the item will be used exclusively for the
purpose. Office equipment such as desks, office machines, etc., will not be
provided under a contract except under very exceptiona circumstances.

2 No practicad or economica adternative exigts (e.g., rentd, capital
investment) that can be used to perform the work.

The offeror shdl identify Government-owned property in its possession and/or
Contractor titled property acquired from Federd funds, which it proposesto use
in the performance of the prospective contract.

If an offeror intends to use existing Government-owned fadilitiesin the
performance of this proposed contract, the following shdl be furnished with the
offer: (1) Description and value of al Government production and research
property which the offeror or his’lher anticipated subcontractors propose to use on
arent-free bass and the cognizant Government Contract Number; (2) Written
permission of the CO having cognizance of the property for use of that property
without charges; (3) Amount of use (in months) to be made of such property, and
(4) Amount of rent which would otherwise be charged for such use, computed in
accordance with gpplicable procurement regulations.

The management and control of any Government property shal be in accordance
with DHHS Publication (OS) 686 entitled, "Contractor's Guide for Control of
Government Property (1990)," a copy of which will be provided upon request.

Royalties

The offeror shdl furnish information concerning royaties which are anticipated to be
paid in connection with performance of work under the proposed contract.

Submission of Electronic Funds Transfer Information with Offer, FAR Clause
52.232-38 (MAY 1999)

The offeror shdl provide, with its offer, the following information that is required to

make payment by dectronic funds transfer (EFT) under any contract that results from this
solicitation. This submisson satisfies the requirement to provide EFT information under
paragraphs (b)(1) and (j) of the clause at 52.232-34, Payment by Electronic Funds
Trandfer--Other than Centra Contractor Registration.

(1) The solicitation number (or other procurement identification number).
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13.

(2) The offeror's name and remittance address, as sated in the offer.

(3) Thesdgnature (manud or eectronic, as gppropriate), title, and telephone
number of the offeror's officid authorized to provide this informetion.

(4) Thename, address, and 9-digit Routing Transt Number of the offeror's
financid agent.

(5) The offeror's account number and the type of account (checking, savings, or
lockbox).

(6) If applicable, the Fedwire Transfer System telegraphic abbreviation of the
offeror's financia agent.

(7) If applicable, the offeror shdl aso provide the name, address, telegraphic
abbreviation, and 9-digit Routing Transt Number of the correspondent
finandd inditution recalving the wire trandfer payment if the offeror's
financia agent is not directly on-line to the Fedwire and, therefore, not the
receiver of the wire transfer payment.

Financial Capacity

The offeror shdl indicateif it has the necessary financid capacity, working capitd, and
other resources to perform the contract without assstance from any outside source. If not,
indicate the amount required and the anticipated source.

Incremental Funding

An incrementaly funded cost-reimbursement contract is a contract in which the tota

work effort isto be performed over amultiple year period and funds are dlotted, asthey
become available, to cover discernible phases or increments of performance. The
incrementa funding technique alows for contracts to be awarded for periodsin excess of
one year even though the totd estimated amount of funds expected to be obligated for the
contract are not available at the time of the contract award. If this requirement is specified
elsawhere in this RFP, the offeror shal submit a cost proposd for each year. In addition,
the following provisions are applicable:

Sufficient funds are not presently available to cover the total cost of the complete
multiple year project described in this solicitation. However, it is the Government's
intention to negotiate and award a contract using the incrementa funding concepts
described in the FAR clause 52.232.22, entitled "Limitation of Funds." Under that clause,
which will be included in the resultant contract, initid funds will be obligated under the
contract to cover an initid period of performance. Additiond funds are intended to be
dlotted from time to time, to the contract by contract modification, up to and including
the full estimated cost of the contract, to accomplish the entire project. Whileit isthe
Government's intention to progressively fund this contract over the entire period of
performance up to and including the full estimated cogt, the Government will not be
obligated to reimburse the Contractor for costsincurred in excess of the periodic
dlotments, nor will the Contractor be obligated to perform in excess of the amount
alotted.
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16.

The“Limitation of Funds’ clause to be included in the resultant contract shall supersede
the “Limitation of Cost” clause found in the Generd Clauses.

Facilities Capital Cost of Money, FAR 52.215-16 (October 1997)
(Thisisapplicable if you are acommercid organizetion.)

(a) Facilities capita cost of money [(see FAR 15.408(h)] will be an dlowable

cost under the contemplated contract, if the criteriafor alowability in

subparagraph 31.205-10(a)(2) of the Federal Acquisition Regulation are met. One
of the alowability criteria requires the prospective Contractor to propose facilities
capitdl cost of money inits offer.

(b) If the prospective Contractor does not propose this cost, the resulting contract
will include the clause Waiver of Facilities Capitd Cost of Money.

(End of Provison)

If the offeror dectsto clam this cog, the offeror shal specifically identify or
proposeit in the cost proposa for the contract by including one of the following
gatements.

-The prospective Contractor has specificaly identified or proposed fecilities
capital cost of money in its cost proposd and eectsto clam this cost asan
alowable cost under the contract. Submit Form CASB-CMF (see FAR 31.205-
10), or

- The progpective Contractor has not specificaly identified or proposed facilities
capita cost of money inits proposal and dects not to claim it as an alowable cost
under the contract.

Subcontractors

If subcontractors are proposed, please include a commitment letter from the subcontractor
detalling:

(@ Willingness to perform as a subcontractor for specific duties (list duties).
(b) What priority the work will be given and how it will rdate to other work.
(c) The amount of time and facilities available to this project.

(d) Information on their cognizant field audit offices.

(e) How rights to publications and patents are to be handled.

(f) A complete cost proposa in the same format as the offeror's cost proposa.

Representations and Certifications



One copy of the Representations and Certifications shal be completed and signed
by an officid authorized to bind your organization. Additiondly, a completed

copy of the Representations and Certifications shdl be submitted from any
proposed subcontractor. - http://www4.0d.nih.gov/ocm/contracts/rfps/formsl.htm
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ATTACHMENT 5 [Return to Table]
RFP NIMH-01-DS-0002 PROPOSAL INTENT RESPONSE SHEET

PROPOSAL INTENT RESPONSE SHEET

PLEASE REVIEW THE ATTACHED RFP. FURNISH THE INFORMATION REQUESTED
BELOW AND RETURN THIS PAGE ON OR BEFORE DECEMBER 12, 2000. YOUR
EXPRESSION OF INTENT ISNOT BINDING BUT WILL GREATLY ASSIST USIN
PLANNING FOR PROPOSAL EVALUATION. CHECK ONLY ONE BOX.

[ DOINTEND TO SUBMIT A PROPOSAL

[ DONOT INTEND TO SUBMIT A PROPOSAL FOR THE FOLLOWING REASONS:

TYPED NAME AND TITLE:

INSTITUTION:

SIGNATURE:

TELEPHONE NO.:

EMAIL ADDRESS:

FAX NO.

DATE:

COLLABORATORS/CONSULTANTS - Provide name(s) and indtitution(s): (Continuelist on
additiona pages if necessary)

TO: Nationd Indtitute of Menta Hedlth
Contracts Management Branch
Attn: Petricia L. Gibbons
6001 Exec. Blvd., Rm. 6107, MSC 9603
Bethesda, MD 20892-9603
FAX (301) 443-0501



ATTACHMENT 6 [Return to Table]
RFP No. NIMH-01-DS-0002

APPLICABLE REFERENCES

A. Thefollowing generd clauses and provisons are applicable to this specific RFP depending
on your organizationa status. Negotiated Cost-Reimbursement Research and Devel opment
Contract. The clauses are located in the file"GENERAL CLAUSES' a URL:
http://rch.nci.nih.gov/clauses/clauses.html.

B. Thefollowing items are gpplicable to this specific RFP and are located in the file entitled
(except as noted) FORM S, FORMATS AND ATTACHMENTS & URL:
http://mww4.0d.nih.gov/ocm/contracts/rfps/formsl.htm

SUBMIT WITH TECHNICAL PROPOSAL (with origind and every copy of technica
proposal)

1. Technical Proposa Cover Sheet
2. Summary of Current and Proposed Activities
3. Technicd Proposa Cost Information

SUBMIT WITH BUSINESS PROPOSAL :

1. Proposa Summary and Data record, NIH-2043, with every copy of business proposa

2. Business Proposd Cost Information

3. Disclosure of Lobbying Activities, OMB SFLLL, only one completed and signed
origind

4. Representations and Certifications - Negotiated Contract, only one completed and signed
copy

OTHER - TOBE SUBMITTED LATER:

1. Cetificate of Current Cost or Pricing Data, NIH-1397, to be submitted with FPR, if
required by the CO

ANTICIPATED TO BE INCLUDED AS CONTRACT ATTACHMENTS:

1. Invoice/Financing Requests Ingtructions for NIH Cost- Reimbursement Type Contracts,
NIH(RC)-1

NIH 2706, Financia Report of Individual Project/Contract, the form with ingtructions
Procurement of Certain Equipment, NIH(RC)-7

NIH Women and Minority Policy

Protection of Human Subjects Assurance/l dentification/Certification/Declaration, OF310
NIH Poalicy for the Inclusion of Children as Participants In Research Involving Human
Subjects

Annud Technical Progress Report Format for Each Study

SO WN

~
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C. The Sample Contract Format for R& D Cost Reimbursement contracts islocated in the file
entitled, FORMS, FORMATS AND ATTACHMENTS a URL.:
http://mww4.od.nih.gov/ocm/contracts/rfps/formsl.htm. Supplementa information
pertaining to Sections G & H of the Sample Contract Format include the following:

1. Section G, “Invoice Submisson”
Invoice Submissions/Contract Financing Request

Invoice/Financing Request Ingtructions for NIH Cost- Reimbursement Type Contracts,
NIH(RC)-1, are attached and made part of this contract. The ingtructions and the
fallowing directions for the submission of invoices/financing request must be followed to
meet the requirements of a“proper” payment request pursuant to FAR 32.9.
Invoice/financing requests shal be submitted as follows:

a. Anorigind and two copies to the following designated billing office:

If hand-delivered or delivery Service If usng U.S. Pogd Service
Contracting Officer Contracting Officer

Contracts Management Branch, ORM Contracts Management Branch, ORM
Nationd Ingtitute of Mental Hedth National Indtitute of Mental Hedth
6001 Executive Boulevard 6001 Executive Boulevard

Room 6107, MSC 9603 Room 6107, MSC 9603

Rockville, Maryland 20852 Bethesda, Maryland 20892-9603

Inquiries regarding payment of invoices should be directed to the designated billing
office (301) 443-2696.

b. At aminimum, the Contractor agrees to include the following information on each
invoice

1. Contractor’s name and invoice date

2. NIMH's Contract number, or other authorization for delivery of property and/or
services

3. Description, cost or price, and quantity of property and/or services actudly

delivered or rendered

Shipping and payment terms

Other subsgtantiating documentation or information as required by the contract

(see paragraph G.3.c, “NIMH Supplementd Billing Ingtructions’ below)

6. Namewhere practicable, title, phone number, and complete mailing address of
respongible officid to whom payment isto be sent

oA

¢. NIMH Supplementd Billing Instructions


http://www4.od.nih.gov/ocm/contracts/rfps/forms1.htm

1. The contractor agreesto provide, as applicable, a detailed breskdown on each
invoice of thefollowing cost categories.

@

(b)
(©
(d)
C)

®
©)

()
()
()
(k)
0

Direct Labor - Lig individuds by name, title/postion, hourly/annud rate,
level of effort, and amount clamed

Fringe Benefits - Cite rate and amount

Overhead - Cite rate and amount

Materids & Supplies- Include detailed breakdown

Traved - Identify travelers, dates, destination, purpose of trip, and amount
Cite COA, if appropriate

Consultant Fees - Identify individuds and amounts

Subcontracts - Attach subcontractor invoice(s). (Should be in same format
and detail as required of the Prime Contractor.) Include COA Letter Number
if gpplicable

Equipment - Cite authorization and amount

G&A - Citerate and amount

Tota Cost

Fee (if applicable)

Totdl Cost & Fee

Monthly invoices must include the cumulative totad expended to date, adjusted (as
goplicable) to show any amounts suspended or disdlowed by the Government.

2. The contrector agrees to immediately notify the contracting officer in writing if
there & an anticipated overrun (any amount) or unexpended balance (greater than
10 percent) of the amount dlotted to the contract, and the reasons for the variance.
Also refer to the requirements of the Limitation of Funds and Limitation of Cogt
Clausesin the contract.

2. Section G, “Post Award Evaluation of Contractor Performance”

a.  Contractor Performance Evaluations

Interim and final evauations of contractor performance will be prepared on this
contract in accordance with FAR 41.15. Thefind performance evauation will be
prepared at the time of completion of work. In addition to the find evaluation,
interim evauations will be prepared annudly to coincide with the anniversary date of
the contract.

Interim and final evauations will be provided to the Contractor as soon as practicable
after completion of the evauation. The Contractor will be permitted thirty (30) days
to review the document and to submit additiona information or a rebutting statemen.
Any disagreement between the parties regarding an evauation will be referred to an
individua one level above the CO, whose decison will befind.



Copies of the evauations, contractor responses, and review comments, if any, will be
retained as apart of the contract file, and may be used to support future award
decisions.

b. Electronic Accessto Contractor Performance Evaluations

Contractors that have Internet capability may access evaluations through a secure
Web gte for review and comment by completing the registration form that can be
obtained at the following address: http://ocm.od.nih.gov/cdmp/cps_contractor.htm

The regigtration process requires the Contractor to identify an individud that will
serve as primary contact and who will be authorized access to the evauation for
review and comment. In addition, the Contractor will be required to identify an
dternate contact who will be respongible for notifying the cognizant contracting
officd in the event the primary contact is unavailable to process the evaluation
within the required thirty (30) day time frame.

3. SectionH “Human Subjects’

Research involving human subjects shal not be conducted under this contract until the
finad protocol has been approved by, both your locd Internal Review Board (IRB) and
the NIMH Data Safety Monitoring Board, written notice of such gpprova has been
provided by the NIMH Contracting Officer, and the Contractor has provided to the
Contracting Officer a properly completed Optiona Form 310 certifying IRB review and
goprovd of the protocol. The human subject certification can be met by submisson of
the Contractor's salf designated form, provided that it contains the information required
by the Optiona Form 310.

4. Section H “Options’

Unless the Government exercises its option pursuant to the Option Clause st forth
below, the contract will consst only of years 1 through 5. Pursuant to clause 52.217-9
et forth below, the Government may, by unilateral contract modification, require the
Contractor to perform additiona Y ears of the Statement of Work. If the Government
exercises this option, notice must be given a least 30 days prior to the expiration date of
this contract, and the estimated cost of the contract will be increased as set forth in
ArtideB.

Option to Extend the Term of the Contract (Mar 2000)

(@ The Government may extend the term of this contract by written notice to
the Contractor within 10 days, provided that the Government gives the
Contractor a preliminary written notice of itsintent to extend at least 30
days. The preliminary notice does not commit the Government to an
extengon.
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(b) If the Government exercises this option, the extended contract shall be
consdered to include this option clause.

(c) Thetota duration of this contract, including the exercise of any options
under this clause shall not exceed 10 years.

5. Section H “Required Education In The Protection Of Human Research Participants’

NIH poalicy requires education on the protection of human subject participantsfor dl
investigators receiving NIH contract awards for research involving human subjects. For a
complete description of the NIH Policy announcement on required education in the
protection of human subject participants, the contractor should access the NIH Guide for
Grants and Contracts Announcement dated June 5, 2000 at the following website:
http://grants.nih.gov/grants/'quide/notice-filesNOT-OD-00-039.html. The information
below isasummary of the NIH Policy Announcement:

The contractor shall maintain the following information: (1) alist of the namesand titles
of the principa investigator and any other individuas working under the contract who are
responsible for the design and/or conduct of the research; (2) thetitle of the education
program(s) in the protection of human subjects that has been completed for each named
personnel and; (3) a one sentence description of the educationa program(s) listed in (2)
above. Thisrequirement extends to investigators and al individuds responsible for the
design and/or conduct of the research who are working as subcontractors or consultants
under the contract.

Prior to any subdtitution of the Principd Investigator or any other individuas respongble
for the design and/or conduct of the research under the contract, the contractor shall
provide the following written information to the Contracting Officer: thetitle of the
education program and a one sentence description of the program that has been
completed by the replacement.

6. Section H “Data And Safety Monitoring In Clinica Trids’

The contractor is directed to the full text of the NIH Policy regarding Data and Safety
Monitoring and Reporting of Adverse Events, which may be found at the following web
gtes

http://grants.nih.gov/grants/quide/natice-fil es'not98-084.html
http://grants.nih.gov/grants'guide/notice-files'inot99- 107.html
http://grants.nih.gov/grants/quide/notice-filessNOT-OD-00-038.html

The contractor must comply with the NIH Policy cited in these NIH
Announcements and any other data and safety monitoring requirements found
elsawhere in this contract.

Daa and Safety Monitoring shdl be performed in accordance with the approved
Data and Safety Monitoring Plan.


http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-039.html
http://grants.nih.gov/grants/guide/notice-files/not98-084.html
http://grants.nih.gov/grants/guide/notice-files/not99-107.html
http://grants.nih.gov/grants/guide/notice-files/NOT-OD-00-038.html

The Data and Safety Monitoring PLAN shall be established and approved prior to
beginning the conduct of the dinica trid.

7. SectionH “Task Orders’

a. Number And Type Of Award(s): It isanticipated that one award will be made
from this solicitation and that the award will be made on/about March 1, 2001. Itis
anticipated that the award from this solicitation will be a Requirements type contract
with a5-year performance period, one 5-year option to extend the term and that Task
Order Procedures will be used.

b. Definitions:

Requirements Contract - FAR 16.503 defines a requirements contract as a contract
that provides for filling dl actud purchase requirements of designated Government
activities for supplies or services during a specified contract period, with ddliveries or
performance to be scheduled by placing orders with the Contractor.

c. Task Order Procedures: In providing services under the contract, the following
procedures shall apply to the award of task orders (TO's). All work required under
the contract shdl be authorized through the execution of a bilaterd task order. Each
TO will obligate the necessary funds to complete the TO and will include the work
statement of the task order asan ATTACHMENT. TO'smay beissued at any time
within the contract period. A Task Order Request (TOR) shdl, at a minimum,
include a Statement of Work, evaluation factors, specific reporting requirements,
deliverables and ddlivery schedule, the relevant importance of technical and cost
factors, and any specid ingructions.

Budgets shal include direct and indirect costs necessary for performing the proposed
task. TO budgets shdl generdly be limited to atota of 20 pages, including
ATTACHMENTS. Within the time alowed for proposa preparation (time alowed
for proposal preparation and submission will vary depending on the task), which will
be designated in the TOR, the contractor shal submit their budget in responseto a
TOR, which shdl include, but not necessarily be limited to the following information:

(i) A statement of the contractor’s clear understanding of the task requirements,
(i) A statement of technica and manageria resources and expertise the contractor
can provide to satisfy the requirement;

(iif) An gpproach to perform the work;

(iv) The labor category necessary, and the numbers of hours for each labor
category necessary, and an explanation of the rationde for determining hours,

(v) Resumes with identification of the actual personnd proposed for the work;

(vi) A schedule of performance identifying major milestones, ddliverables and
ddiver date, and task completion; and



(vii) Anitemization of al cogts, both direct and indirect, (i.e. personnd, fringe
benefits, equipment, travel, supplies, other direct costs, overhead, etc.) necessary
to complete the work.

The Government will evauate the budget and conduct negotiations as necessary. The
COistheonly individua authorized to issue a TOR or award atask order under the
contract. Unless specificaly authorized by the CO, the contractor shal not commence
work on arequirement until a modification to the contract has been fully executed.

It isanticipated that task orders will be awarded within 30 calendar days from receipt
of TO proposds. Each task order shdl, a aminimum, contain thefollowing
information:

Date of order.

Contract number and task order number sequentially; e.g., NOIMH12345
(Task order No. 001, 002, 003, €etc).

Description of services, and estimated cost.

Performance period.

Name and address of gponsoring office.

Name of Contracting Officer’s technical representative.

Place of performance.

Packaging, packing, and shipping ingtructions, if any.

Accounting and appropriation data.

Pricing Arrangements - Offerors are required to propose hourly ceiling
rates for each labor classfication in their response to this solicitation,
NIMH-01-DS-0002, with cost-reimbursable contract line items proposed
for other dements of cost (i.e. fringe benefits, supplies, travel, equipment,
other direct costs, indirect costs, feg, etc.). Contracts that are issued to
successful offerors will include an advance understanding thet will fix
hourly rates for each year of the contract. A 3% annud alowance for
sdary increases will be dlowed for each of the subsequent years 2-5. The
subsequent negotiation of each TOR issued to the contractor will focus on
the number of hours proposed for each labor category and the estimated
cogsrequired for dl other dements.

Any other pertinent information.

No protest under FAR Subpart 323.1 is authorized in connection with the issuance or
proposed issuance of atask order under the contract except for a protest on the
grounds that the order increases the scope, period, or maximum value of the contract.
TO awarded under the contract are not subject to the competition requirements of
FAR Part 6.

d. Limitation On Subcontracting: The restrictions set forth in FAR Clause 52.219-
14, Limitation on Subcontracting, will apply to each individua order issued under a
task or delivery order contract. The section gpplicable to this solicitation isFAR
Clause 52.219-14(a)(1) and states " Services (except construction). At least 50 percent



of the cost of contract performance incurred for personnel shall be expended for
employees of the concern.

e. Limitation On Period Of Performance Of Orders. Theclauseat FAR 52.216-
22, Indefinite Quantity, permits orders issued during the effective period of the
contract, and not completed within that period, to be completed within the time
specified in the order. The time specified in such orders, however, will not extend
unreasonably beyond the contract expiration date.

f. Task Order Contract And Ddivery Order Contract Ombudsmen

a. FAR 16.505(b)(4) requires that each agency designate atask order contract
and ddlivery order contract ombudsman who will be respongible for reviewing
complaints from contractors and ensuring that al contractors are afforded a
fair opportunity to be considered for orders.

b. The Ombudsman for R& D task and ddlivery order contracts is Anthony
Demsey, Ph.D. Correspondence from awardees on multiple award R&D task
and ddlivery order contracts may be forwarded to the following address.

Anthony Demsegy, Ph.D.

Ombudsman for R& D Task and Delivery Order Contracts
c/o Ms. Zaiga Tums, Director, Divison of

Acquistion Policy and Evduation, OAMP

6100 Executive Blvd., Room 6C01

Bethesda, Maryland 20892-7540



